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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Part  872 

[Docket  No.  78N-2830] 

Classification  of  Dental  Devices; 
Development  of  General  Provisions 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  proposing 
general  rules  applicable  to  the 
classiHcation  of  all  dental  devices.  The 
Medical  Device  Amendments  of  1976 
require  FDA  to  classify  all  medical 
devices  intended  for  human  use  into 
three  categories:  class  I,  general 
controls;  class  II,  performance 
standards;  and  class  III,  premarket 
approval.  In  the  preamble  to  this 
proposal,  FDA  describes  the 
development  of  the  proposed  regulations 
classifying  individual  dental  devices, 
which  are  being  published  elsewhere  in 
this  issue  of  the  Federal  Register.  The 
preamble  also  describes  the  activities  of 
the  Dental  Device  Section  of  the 
Ophthalmic;  Ear,  Nose,  Throat;  and 
Dental  Devices  Panel,  an  FDA  advisory 
comiftittee,  that  makes 
recommendations  to  FDA  concerning 
the  classiHcation  of  dental  devices. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  Hnal  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
oHlce  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Device  Classification  System 

The  Mechcal  Device  Amendments  of 
1976  (Pub.  L.  94-295,  hereinafter  called 
the  amendments)  establish  a 
comprehensive  system  for  the  regulation 
of  medical  devices  intended  for  human 
use.  One  provision  of  the  amendments, 
section  513  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (the  act)  (21  U.S.C. 
360c)  establishes  three  categories 
(classes)  of  devices,  depending  on  the 
regulatory  controls  needed  to  provide 
reasonable  assurance  of  their  safety  and 
effectiveness.  The  three  categories  are 


as  follows:  class  I,  general  controls; 
class  II,  performance  standards;  and 
class  III,  premarket  approval. 

Most  devices  are  not  classified  under 
section  513  of  the  act  until  after  FDA  has 
(1)  received  a  recommendation  from  a 
device  classification  panel  (an  FDA 
advisory  committee);  (2)  published  the 
Panel's  recommendation  tor  comment, 
along  with  a  proposed  regulation 
classifying  the  device;  and  (3)  published 
a  final  regulation  classifying  the  device. 
These  steps  must  precede  the 
classiHcation  of  any  device  that  was  in 
commercial  distribution  before  May  28, 
1976  (the  date  of  enactment  of  the 
amendments)  and  that  was  not 
previously  regarded  by  FDA  as  a  new 
drug  under  section  505  of  the  act  (21 
U.S.C.  355).  A  device  that  is  Hrst  offered 
for  commercial  distribution  after  May 
28, 1976,  and  that  is  substantially 
equivalent  to  a  device  classified  under 
this  scheme,  is  classiHed  in  the  same 
class  as  the  device  to  which  it  is 
substantially  equivalent. 

A  device  that  FDA  previously 
regarded  as  a  new  drug,  or  a  newly 
offered  device  that  is  not  substantially 
equivalent  to  a  device  that  was  in 
commercial  distribution  before  the 
amendments,  is  classiHed  by  statute  into 
class  III.  These  two  types  of  devices  are 
classified  into  class  III  without  any  FDA 
rulemaking  proceedings.  The  agency 
determines  whether  new  devices  are 
substantially  equivalent  to  previously 
offered  devices  by  means  of  the 
premarket  notification  procedure  in 
section  510(k)  of  the  act  (21  U.S.C. 

360(k))  and  Part  807  of  the  regulations 
(21  CFR  Part  807). 

Related  Regulations 

In  the  Federal  Register  of  July  28, 1978 
(43  FR  32988),  FDA  issued  final 
regulations  describing  the  procedures 
for  classifying  devices  intended  for 
human  use.  These  regulations,  which 
were  proposed  in  the  Federal  Register  of 
September  13. 1977  (42  FR  46028), 
supplement  the  agency’s  regulations  in 
Part  14  (21  CFR  Part  14)  governing  the 
use  of  advisory  committees.  The  agency 
also  issued  interim  device  classification 
procedures  in  a  notice  published  in  the 
Federal  Register  of  May  19, 1975  (40  FR 
21848). 

Activities  of  Panel , 

Anticipating  enactment  of  the 
amendments,  FDA  established  several 
advisory  committees  to  make 
preliminary  recommendations  on  device 
classification.  The  Dental  Device 
ClassiHcation  Panel  (the  Panel)  was 
originally  chartered  on  October  15, 1974, 
as  the  Panel  on  Review  of  Dental 
Devices^  FDA  placed  a  report  of  the 


Panel's  tentative  classification 
recommendations  on  file  with  the  office 
of  the  Hearing  Clerk  (HFA-305),  Food 
and  Drug  Administration,  and 
announced  the  availability  of  the  report 
to  the  public  by  notice  published  in  the 
Federal  Register  of  June  25, 1976  (41  FR 
26245).  On  August  9, 1976,  the  Panel  and 
other  preamendments  device 
classiHcation  panels  were  recharterd  to 
reflect  their  new  responsibilities  under 
the  amendments.  The  agency  directed 
each  panel  to  reconsider  its 
preamendments  classification 
recommendations  in  light  of  the  new 
requirements.  In  1976  and  1977,  the 
Panel  reviewed  all  devices  that  FDA 
had  referred  to  it  to  make  certain  that  its 
recommendations  were  in  accord  with 
the  amendments.  Throughout  the  Panel’s 
deliberations,  interested  persons  were 
given  an  opportunity  to  present  their 
views,  data,  and  other  information 
concerning  the  classiHcation  of  dental 
devices.  The  Panel  also  invited  experts 
to  testify  and  sought  information  on 
many  devices  from  the  published 
literature. 

In  October  1977,  the  Panel  submitted 
to  FDA  a  preliminary  report  of  its 
recommendations.  The  report  included  a 
roster  of  current  and  former  Panel 
members  and  consultants  and  listed  all 
meeting  dates.  The  agency  placed  a 
copy  of  the  report  in  the  office  of  the 
Hearing  Clerk  (HFA-305),  Food  and  Drug 
Administration,  and  announced  its 
availability  to  the  public  by  notice 
published  in  the  Federal  Register  of 
November  29, 1977  (42  FR  60792).  Also 
available  in  the  office  of  the  Hearing 
Clerk  are  summary  minutes  from  all 
Panel  meetings,  verbatim  transcripts  of 
meetings  held  after  May  28, 1976  (the 
date  of  enactment  of  the  amendments), 
and  all  references  cited  in  individual 
dental  device  proposed  classification 
regulations. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels,  and  then 
reestablished  them  with  new  names  and 
with  a  new  structure.  FDA  published 
notices  of  these  changes  in  the  Federal 
Register  of  May  19, 1978  (43  FR  21666, 
and  21668)  and  May  26, 1978  (43  FR 
22672  and  22673).  The  Dental  Device 
Classification  Panel  was  terminated, 
and  its  functions  are  now  conducted  by 
the  Dental  Device  Section  of  the 
Ophthalmic;  Ear,  Nose,  Throat;  and 
Dental  Devices  Panel. 

Relationship  Between  the  Device  Names 
in  the  Device  Registration  and  Listing 
Codes  and  the  Device  Names  in 
ClassiHcation  Regulations 

Some  manufacturers  have  become 
accustomed  to  identifying  a  device  by 
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its  registration  and  listing  name  and 
three-letter  code  and  used  for  purposes 
of  device  listing  under  section  510  of  the 
act  (21  U.S.C.  360).  However.  FDA  is  still 
making  changes  in  the  names  and 
identifications  of  generic  types  of 
devices  in  the  classiHcation  regulations 
for  all  devices  for  which  final 
regulations  have  not  been  published. 
Because  FDA  has  not  use  the  present 
device  registration  and  listing  names  in 
the  proposed  and  final  classification 
regulations,  FDA  has  prepared  an  index 
of  names  of  generic  types  of  medical 
divices  used  in  classiflcation  regulations 
to  aid  a  manufacturer  in  matching  its 
device  with  the  proper  classification 
regulation.  The  index  shows  the  device 
registration  and  listing  product  code  for 
each  device  reviewed  by  a  classiHcation 
panel  and  the  corresponding  name  of 
the  generic  type  of  device  and 
classification  panel  in  which  the  device 
classification  will  be  published  in  the 
Federal  Register.  The  Agency 
announced  the  availability  of  this  index 
in  the  Federal  Register  of  March  6, 1979 
(44  FR 12269).  If  necessary,  this  index 
will  be  updated  and  the  availability  of 
the  revised  index  will  be  reannounced  in 
the  Federal  Register.  FDA  believes  that, 
because  this  index  is  available,  it  is 
unnecessary  to  include  or  cross- 
reference  the  present  device  registration 
and  listing  name  and  product  code  in  the 
classification  regulations.  In  the  future, 
following  publication  of  most  of  the 
device  classification  regulations,  the 
agency  will  revise  and  reissue  the 
device  registration  and  listing  product 
code,  so  the  device  names  to  be  used  for 
registration  and  listing  correspond  to  the 
device  names  in  the  final  device 
classification  regulations. 

List  of  Dental  Devices 

In  1972,  FDA  surveyed  device 
manufacturers  to  identify  the  devices  for 
which  classification  regulations  would 
be  needed.  Following  this  survey,  FDA 
developed  a  list  of  dental  devices.  The 
Panel  supplemented  the  list  utilizing  its 
members’  knowledge  of  dental  devices 
in  use.  Devices  that  were  solely  for 
experimental  or  investigational  use  or 
that  were  not  generally  available  were 
not  included. 

FDA  is  proposing  to  establish  a  new 
Part  872  in  Title  21  of  the  Code  of 
Federal  Regulations.  Part  872  will 
consist  of  sections  identifying  each 
dental  device  with  a  brief  narrative 
description  and  stating  the  classification 
of  that  device.  A  list  of  the  dental 
devices  appears  elsewhere  in  this 
preamble. 


Individual  Dental  Device  Classification 
Regulations 

Elsewhere  in  this  issue  of  the  Federal 
Register,  FDA  is  issuing  185  individual 
proposed  regulations  to  classify  each 
dental  device.  FDA  is  proposing  to 
classify  49  dental  devices  into  class  I 
(general  controls),  122  dental  devices 
into  class  II  (performance  standards),  13 
dental  devices  into  class  III  (premarket 
approval);  and  one  dental  device  into 
either  class  I  or  class  II,  depending  upon 
the  construction  of  the  device.  The 
agency  also  is  publishing  the 
recommendations  of  the  Panel  regarding 
these  devices,  as  required  by  section 
513(c)(2)  and  (d)(1)  of  the  act  (21  U.S.C. 
360c(c)(2)  and  (d)(1)). 

Interaction  Between  the  Bureau  of 
Medical  Devices  and  the  Bureau  of 
Radiological  Health 

In  addition  to  its  authority  under  the 
amendments,  FDA  has  authority  to 
regulate  some  medical  devices  under  the 
Radiation  Control  for  Health  and  Safety 
Act  of  1968  (Pub.  L.  90-602).  Public  Law 
90-602  authorized  FDA  to  establish  and 
execute  a  program  to  control  electronic 
product  radiation  that  includes 
performance  standards  for  electronic 
products  and  their  related  accessories'. 
Radiation  emission  performance 
standards  have  been,  and  will  continue 
to  be,  established  for  those  medical 
devices  that  emit  electronic  product 
radiation.  Performance  standards  have 
already  been  promulgated  for  diagnostic 
X-ray  systems  and  their  major 
components  (21  CFR  1020.30); 
radiographic  equipment  (21  CFR 

1020.31) ;  fluoroscopic  equipment  (21  CFR 

1020.32) ;  laser  products  (whether  or  not 
for  medical  use)  (21  CFR  1040.11),  and 
ultrasonic  therapy  products  (21  CFR 
1050.10).  The  agency  will  continue  to  use 
its  authority  over  radiation-emitting 
electronic  medical  products  under  both 
the  amendments  and  the  Radiation 
Control  for  Health  and  Safety  Act  of 
1968,  as  appropriate. 

Published  Panel  Recommendations 

Each  published  Panel 
recommendation  concerning  a  dental 
device  includes  the  information 
described  below. 

1.  Identification.  Both  the  Panel 
recommendation  and  the  proposed  FDA 
classification  regulation  include  a  brief 
narrative  identification  of  the  device. 
The  identification  statement  is 
necessarily  broad  because  it  applies  to  a 
category  or  type  of  device  rather  than  to 
a  specific  device.  As  explained  in 
proposed  §  872.1,  any  manufacturer  of  a 
newly  offered  device  who  files'a 
premarket  notiHcation  submission  under 


section  510(k)  of  the  act  (21  U.S.C. 

360(k))  and  Part  807  (21  CFR  Part  807)  of 
the  regulations  cannot  show  merely  that 
the  device  is  accurately  described  by 
the  section  title  and  identiRcation 
provisions  of  a  classiRcation  regulation. 
Although  a  newly  offered  device  may  be 
described  accurately  by  the  title  and 
identification  in  a  classiRcation 
regulation,  it  is  nevertheless  in  class  III 
under  section  513(f)  of  the  act  if  it  is  not 
substantially  equivalent  to  a 
preamendments  device  (or  to  a 
postamendments  device  that  has 
already  been  reclassiRed  Rom  class  III 
into  class  I  or  class  II).  It  is  not  practical 
for  FDA  to  publish  an  identiRcation  of 
each  type  of  device  that  is  so  detailed  as 
to  anticipate  every  product  feature  that 
may  be  relevant  in  determining  whether 
a  new  device  is  substantially  equivalent 
to  previous  devices  classiRed  by  the 
regulation.  The  agency  believes  that  this 
problem  was  recognized  in,  and 
addressed  by,  the  premarket  notiRcation 
procedures  in  section  510(k)  of  the  act. 
Accordingly,  any  manufacturer  who 
submits  a  premarket  notiRcation 
submission  should  state  why  the 
manufacturer  believes  the  device  is 
substantially  equivalent  to  other  devices 
in  commercial  distribution,  as  required 
by  §  807.87  (21  CFR  807.87),  and  whether 
the  device  is  described  in  a 
classiRcation  regulation. 

2.  Recommended  classification.  Each 
Panel's  recommendation  describes 
whether  the  device  is  recommended  for 
classiRcation  into  class  I  (general 
conRols),  class  II  (performance 
standards),  or  class  III  (premarket 
approval). 

For  each  device  recommended  for 
classiRcation  into  class  I,  the  Panel 
considered  whether  the  device  should 
be  exempt  Rom  any  requirements  under 
certain  sections  of  the  act:  section  510 
(21  U.S.C.  360,  registration),  section  519 
(21  U.S.C.  360i,  records  and  reports),  and 
section  520(f)  (21  U.S.C.  360j(f),  the  good 
manufacturing  practice  requirements). 
The  Panel  recommended  that  several 
devices  be  exempted  from  section  510, 
section  519,  and  section  520(f)  of  the  act 
in  the  manufacture  of  these  devices.  The 
agency’s  policy  concerning  these 
exemption  recommendations  is 
discussed  below  in  the  section  of  this 
proposal  concerning  “Exemptions  for 
Class  I  Devices.’’ 

A  Panel  recommendation  that  a 
device  be  classiRed  into  class  U 
includes  the  Panel’s  recommended 
priority  (“high,”  “medium,”  or  “low”)  for 
establishing  a  performance  standard  for 
the  device.  Similarly,  each  Panel 
recommendation  that  a  device  be 
classiRed  into  class  III  includes  the 
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Panel’s  recommended  priority  ("high,” 
“medium,”  or  “low”)  for  application  of 
premarket  approval  requirements  to  that 
device.  As  explained  below  in  the 
section  of  this  notice  concerning 
“Priorities  for  Class  II  and  III  Devices,” 
the  agency  is  not,  however,  proposing 
the  establishment  of  FDA  priorities  at 
this  time. 

3.  Summary  of  reasons  for 
recommendation.  The  summary  of 
reasons  for  the  Panel’s  recommendation 
explains  why  the  Panel  believes  that  a 
particular  device  meets  the  statutory 
criteria  for  classification  into  class  I,  II, 
or  III. 

Except  in  those  instances  in  which 
FDA’s  classification  proposal  differs 
from  the  Panel’s  recommendation,  FDA 
is  adopting  the  Panel’s  summary  of 
reasons  as  the  agency’s  statement  of  the 
reasons  for  issuing  the  regulations,  as 
required  by  section  517(fj  of  the  act  (21 
U.S.C  360g(f)). 

4.  Summary  of  date  on  which  the 
recommendation  is  based.  In  many 
cases,  the  Panel  based  its 
recommendations  on  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  devices  under 
review.  The  Panel  particularly  relied 
upon  clinical  experience  and  judgment 
when  considering  a  simple  device  that 
had  been  used  extensively  and  was 
accepted  widely  before  the  amendments 
were  enacted.  The  legislative  history  of 
the  amendments  provides  that  the  term 
“data”  has  a  special  meaning  in  section 
513(c)(2)(A)  of  the  act,  which  requires 
that  a  Panel  recommendation  summarize 
the  data  upon  which  a  recommendation 
is  based.  As  used  in  that  section,  “data” 
refers  not  only  to  the  results  of  scientific 
experiments,  but  also  to  less  formal 
evidence,  other  scientific  information,  or 
judgments  of  experts  (House  Committee 
on  Interstate  and  Foreign  Commerce, 
Medical  Device  Amendments  of  1976, 
H.R.  Kept.  No.  94-853,  94th  Congress,  2d 
Session  40  (1976)).  FDA  has  determined 
that  clinical  experience  and  judgment 
constitute  valid  scientific  evidence  for 
classifying  certain  devices. 

In  many  cases,  FDA  sought  more  data 
and  information  concerning  the 
classification  of  a  device  than  were 
cited  by  the  Panel.  References  to  these 
data  and  information  are  found  in  the 
“Proposed  Classification”  section  of  the 
preambles  to  individual  dental  device 
regulations.  The  agency  is  adopting  as 
its  statement  of  the  basis  for  issuing  the 
regulation  under  section  517(f)  of  the  act 
the  Panel’s  summary  of  the  data  on 
which  a  recommendation  to  classify  a 
device  is  based,  together  with  any 
additional  data  and  information  cited  in 
the  preamble  to  the  proposed 
classification  regulation. 
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5.  Risks  to  health.  In  identifying  the 
risks  to  health  presented  by  dental 
devices,  the  Panel  recognized  that  few 
devices  are  completely  free  of  risk.  The 
Panel  listed  the  risks  it  considered  most 
significant,  especially  those  that  are 
unique  to  the  individual  device.  In  some 
cases,  FDA  has  identified  risks  to  health 
presented  by  a  device  in  addition  to 
those  listed  by  the  Panel.  These 
additional  risks  are  set  out  in  the  section 
of  the  preamble  concerning  the 
“Proposed  Classification”  of  a  particular 
device. 

In  addition  to  those  hazards  explicitly 
mentioned,  the  Panel  and  FDA  recognize 
that  there  are  general  hazards 
associated  with  certain  types  of  devices. 
For  example,  trauma  may  be  associated 
with  moving  or  powered  device 
components.  In  any  diagnostic  device, 
accurate  results  must  be  obtained  in  a 
usable  form  in  order  to  avoid 
misdiagnosis  and  incorrect  patient 
management  or  to  avoid  the  additional 
radiation  exposure  necessitated  by  a 
repeat  procedure.  The  absence  of  a 
discussion  of  these  general  hazards  does 
not  imply  that  they  are  insignificant  or 
that  they  were  not  considered  in 
determining  a  proposed  classiftcation. 

Because  the  classification 
recommendations  and  FDA  regulations 
may  not  identify  all  risks  to  health 
presented  by  dental  devices,  future 
regulations  establishing  performance 
standards  under  section  514  of  the  act 
(21  U.S.C.  360d)  or  requiring  premarket 
approval  under  section  515(b)  of  the  act 
(21  U.S.C.  360e(b))  may  identify 
additional  risks  to  health  to  be 
addressed  by  FDA  requirements. 

Proposed  classification 

Each  proposed  regulation  to  classify  a 
dental  device  states  whether  FDA 
agrees  with  the  Panel’s 
recommendation,  describes  the  agency’s 
proposed  classification  of  the  device, 
and  proposes  a  new  section  in  Part  872 
in  which  the  device  classification  will  be 
codified.  FDA  is  proposing  that  75  of  the 
devices  that  the  Dental  Device  Section 
of  the  Ophthalmic:  Ear,  Nose,  Throat; 
and  Dental  Devices  Panel  recommended 
for  classification  into  class  I  be 
classifled  into  class  II.  The  agency  has 
identified  risks  to  health,  such  as  lack  of 
biocompatibility  of  materials  used  in  the 
devices,  that  would  be  controlled  by 
performance  standards.  The  agency 
believes  that  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  these  75  devices.  In  March 
1979,  FDA  sent  a  letter  to  each  member 
of  the  Dental  Device  Section.  The  letter 
to  the  members  of  the  Section  explained 
the  agency’s  proposed  change  in  the 
classification  of  the  75  devices.  A  copy 
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of  the  agency’s  letter  to  members  of  the 
Section  is  on  file  with  the  Hearing  Clerk, 
at  the  address  noted  above  (Ref.  1). 

FDA  cautions  that  the  final 
classification  of  a  device  may  differ 
from  the  proposal.  Factors  that  may 
cause  such  a  change  include  comments, 
the  agency’s  reconsideration  of  existing 
data  and  information,  and  the  agency’s 
consideration  of  new  data  and 
information. 

Panel  Definition  of  a  Dental  Implant 

The  Ophthalmic:  Ear,  Nose,  Throat: 
and  Dental  Devices  Panel  identified  a 
dental  implant  as  a  device  that  is 
surgically  placed  into,  or  in  opposition 
to,  the  maxilla  or  mandible  and  which 
protrudes  through  the  mucosa  of  the  oral 
cavity.  According  to  this  Panel 
deflnition,  restorative  materials  placed 
in  the  teeth,  such  as  amalgams,  gold 
alloys,  silicates,  and  cements,  are  not 
implants. 

Priorities  for  Class  II  and  Class  III 
Devices 

For  a  device  that  the  Panel 
recommends  classification  into  class  II 
or  class  III,  section  513(c)(2)(A)  of  the 
act  requires  that  the  Panel 
recommendation  include,  to  the  extent 
practicable,  a  recommendation  for  the 
assignment  of  a  priority  for  application 
to  the  device  of  performance  standards 
or  premarket  approval  requirements.  In 
developing  its  advice  concerning 
priorities  (“high,”  “medium,”  or  “low”) 
of  devices  recommended  for 
classification  into  class  II  or  class  III, 
the  Panel  compared  the  device  with 
other  dental  devices,  based  on 
information  available  to  the  Panel 
members  concerning  the  relative 
importance  of  use  of  the  device  and  the 
relative  risks  presented  by  the  device. 
The  Panel  recommended  assignment  of 
a  “high  priority”  only  to  those  class  II  or 
class  III  devices  that  the  Panel  believed 
should  receive  the  agency’s  immediate 
attention. 

FDA  is  not  proposing  at  this  time  to 
establish  priorities  for  development  of 
performance  standards  for  all  class  II 
devices.  Section  513(d)(3)  of  the  act 
authorizes,  but  does  not  require, 
establishment  of  these  priorities.  In  the 
Federal  Register  of  February  1, 1980  (45 
FR  7489  and  45  FR  7493),  FDA  published 
notices  identifying  which  class  II 
devices  the  agency  found  to  warrant  a 
high  priority  for  the  development  of 
performance  standards.  At  a  later  date, 
the  agency  will  establish  priorities  for 
the  development  of  standards  for  the 
remaining  class  II  devices.  All  priorities 
established  by  the  agency  are  based  on 
the  classification  panels’ 
recommendations,  available  resources. 
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and  other  relevant  factors.  The  agency’s 
priorities  will  be  reflected  in  the 
agency’s  annual  budget  request  and 
other  publicly  available  documents  and 
may  be  published  in  the  Federal 
Register. 

The  agency  intends  to  proceed  as 
quickly  as  the  statute  and  panel 
resources  permit  to  require  premarket 
approval  of  devices  classified  into  class 
III.  Two  factors  affect  the  length  of  time 
before  FDA  requires  submission  of 
premarket  approval  applications  for  any 
particular  device  that  is  classified  by  an 
FDA  regulation  into  class  III:  the  number 
of  devices  reviewed  by  a  panel  and  the 
priority  of  a  particular  device  in  relation 
to  other  class  III  devices  considered  by 
a  panel.  For  example,  where  FDA 
classifies  into  class  III  only  a  few 
devices  within  a  Panel’s  specialty  area, 
FDA  may,  at  the  same  time,  publish 
regulations  under  section  515(b]  of  the 
act  requiring  premarket  approval  for 
many  of  the  class  III  devices  considered 
by  the  Panel,  regardless  of  whether  of  a 
high  or  a  low  priority.  Where  practical, 
FDA  will  publish  these  section  515(b] 
regulations  during  the  grace  period  (30 
months)  following  classification,  during 
which  30  month  period  a  device 
classified  into  class  III  by  FDA 
regulation  may  lawfully  remain  on  the 
market  without  a  premarket  approval 
application.  The  grace  period  is 
provided  for  in  section  501(f)  of  the  act 
(21  U.S.C.  351(f)). 

Products  That  Have  Both  Medical  and 
Nonmedical  Uses 

Some  products  have  both  medical  and 
nonmedical  uses.  FDA  will  regulate  a 
multipurpose  product  as  a  medical 
device  if  it  is  intended  for  a  medical 
purpose,  i.e.,  for  “use  in  the  diagnosis  of 
disease  or  other  conditions,  or  in  the 
cure,  mitigation,  treatment,  or 
prevention  of  disease,’’  or  “to  affect  the 
structure  or  any  function  of  the  body.” 
Section  210(h)  of  the  act  (21  U.S.C. 
321(h)).  FDA  will  determine  the  intended 
use  of  a  product  based  upon  the 
expressions  of  the  person  legally 
responsible  for  its  labeling  and  by  the 
circumstances  surrounding  its 
distribution.  The  most  important  factors 
the  agency  will  consider  in  determining 
the  intended  use  of  a  particular  product 
are  the  labeling,  advertising,  and  other 
representations  accompanying  the 
product.  Products  that  have  medical 
uses  only  are  clearly  intended  for 
medical  purposes  and,  therefore,  will  be 
regulated  as  medical  devices  whether  or 
not  medical  claims  are  made  for  them. 

Exemptions  for  Class  I  Devices 

Section  513  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  U.S.C.  360c) 


provides  that  FDA  may  exempt  a  device 
recommended  for  classification  into 
class  I  from  a  requirement  under  the 
following  sections  of  the  act:  section  510 
(21  U.S.C.  360),  registration;  section  519 
(21  U.S.C.  360i),  records  and  reports;  and 
section  520(f)  (21  U.S.C.  360j(f)),  good 
manufacturing  practice. 

Under  section  510  of  the  act,  a  person 
“engaged  in  the  manufacture, 
preparation,  propagation,  compounding 
or  processing  of  *  *  *  a  device  or 
devices”  must  register  with  FDA 
(section  510  (b)  through  (i)).  Hie  a  list  of 
devices  (section  510(j)),  and  notify  FDA 
at  least  90  days  before  beginning 
commercial  distribution  of  a  device 
(section  510(k)).  (See  21  CFR  Part  807.) 
Section  510(g)(4)  authorizes  the  agency 
to  exempt  a  device  from  section  510  if  it 
finds  that  compliance  with  that  section 
is  not  necessary  for  the  protection  of  the 
public  health.  In  §  807.65  (21  CFR 
807.65),  FDA  has  exempted  certain 
classes  of  persons  from  section  510  of 
the  act.  Several  device  panels  have 
recommended  that  manufacturers  of 
certain  class  I  devices  elso  be  exempted 
from  all  or  some  of  the  requirements  of 
section  510.  The  agency  has  determined 
that  protection  of  the  public  health 
requires  that  manufacturers  of  medical 
devices,  other  than  those  already 
exempt  under  §  807.65,  register  and  list 
their  products  with  FDA  to  ensure  that 
the  agency  can  identify  these 
manufacturers  and  their  products  and 
conduct  necessary  inspections. 

The  agency  has  determined,  however, 
that  it  is  not  necessary  for  the  protection 
of  the  public  health  that  FDA  receive 
premarket  notification  submissions  for 
certain  devices.  Thus,  the  agency  has 
proposed  to  exempt  manufacturers  of 
certain  devices  from  Subpart  E  of  Part 
807  of  the  regulations,  which  implements 
section  510(k)  of  the  act.  The  agency 
does  not,  at  this  time,  anticipate  that 
premarket  approval  will  be  required  for 
these  devices.  The  agency  believes  that 
the  semiannual  updating  of  device 
listing  under  section  510(j)(2)  of  the  act 
will  provide  FDA  with  adequate  notice 
of  new  products  within  these  generic 
types  of  devices. 

Section  519  of  the  act  authorizes  FDA 
to  issue  regulations  requiring  device 
manufacturers,  importers,  and 
distributors  to  establish  and  maintain 
such  records,  make  such  reports,  and 
provide  such  information  as  the  agency 
may  reasonably  require  to  assure  that 
devices  are  not  adulterated  or 
misbranded  and  to  otherwise  assure 
their  safety  and  effectiveness.  The 
records  and  reports  requirements  in 
several  of  FDA’s  present  device 
regulations  are  authorized,  wholly  or  in 


part,  by  section  519.  The  most  extensive 
of  these  requirements  are  found  in  the 
device  good  manufacturing  practice 
(GMP)  regulation  under  Part  820  (21  CFR 
Part  820),  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  ^A  will  publish  other 
regulations  in  accordance  with  section 
519  of  the  act,  incuding  a  regulation 
requiring  reports  to  FDA  of  experiences 
with  medical  devices.  Until  these 
regulations  are  issued,  FDA  believes 
that  it  cannot  properly  issue  exemptions 
from  them.  In  the  future,  whenever  the 
agency  proposes  device  regulations  that 
include  records  and  reports 
requirements,  interested  persons  may 
submit  comments  requesting  that  certain 
classes  of  manufacturers  or  other 
persons  be  exempted  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate. 

The  only  type  of  exemption  from 
records  and  reports  requirements  that 
FDA  is  proposing  now,  in  device 
classification  relations,  is  an 
exemption  of  certain  manufacturers 
fix)m  most  requirements  of  the  device 
GMP  regulation.  As  explained  below 
the  exemption  will  not  extend  to  two 
device  GMP  records  requirements. 

The  device  GMP  regulation  was 
published  in  final  form  in  the  Federal 
Register  of  July  21, 1978.  At  the  time  of 
the  Panel’s  recommendations,  the  GMP 
regulation  had  not  yet  been 
promulgated,  and  the  agency  had  not  yet 
developed  criteria  for  exempting 
manufacturers  of  a  class  I  device  b'om 
GMP  requirements.  'The  agency  has  now 
decided  that,  if  any  one  of  the  following 
criteria  is  met,  FDA  will  consider 
exempting  fix)m  the  GMP  regulation 
manufacturers  of  a  class  I  device  that  is 
not  labeled  or  otherwise  represented  as 
sterile.  The  agency  will  not,  however, 
exempt  manufacturers  of  a  device  from 
general  requirements  concerning  records 
or  complaint  files.  The  criteria  are: 

1.  FDA  has  determined,  based  on 
adequate  information  about  current 
practices  in  the  manufacture  of  the 
device  and  about  user  experience  with 
the  device,  that  application  of  the  GMP 
regulation  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 

2.  FDA  has  determined  that  all 
possible  defects  relating  to  the  safety 
and  effectiveness  of  the  device  are 
readily  detectable  before  use,  either 
through  visual  examination  by  the  user 
or  routine  testing  before  use,  e.g.,  testing 
a  clinical  laboratory  reagent  with 
positive  and  negative  controls. 

3.  FDA  has  determined  that  any  defect 
in  the  device  that  is  not  readily 
detectable  will  not  result  in  a  device 
failure  that  could  have  an  adverse  effect 
on  the  patient  or  other  user. 
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FDA  has  determined  that  no  device 
that  is  labeled  or  otherwise  represented 
as  sterile  will  be  exempted  from  the 
device  GMP  regulation.  A  sterile  device 
must  be  subject  to  the  entire  GMP 
regulation  to  ensure  that  manufacturers 
adequately  reduce  the  bioburden 
(number  of  microorganisms)  on  the 
device  and  its  components  during  the 
manufacturing  process.  This  reduction  is 
accomplished  through  adherence  to  a 
comprehensive  quality  assurance 
program  as  is  required  by  the  GMP 
regulation,  with  adequate  environmental 
controls,  trained  personnel,  appropriate 
maintenance  and  calibration  of 
sterilization  equipment,  recordkeeping 
concerning  lot  sterility,  strict  packaging 
and  labeling  controls,  and  other  quality 
assurance  measures. 

The  agency  also  has  determined  that 
no  exemption  from  the  device  GMP 
regulation  will  extend  to  §  820.180,  with 
respect  to  general  requirements 
concerning  records,  or  §  820.198,  with 
respect  to  complaint  Hies.  The  agency 
believes  that  granting  exemptions  from 
these  sections  would  not  be  in  the  public 
interest  and  that  compliance  with  these 
sections  is  not  unduly  burdensome  for 
device  manufacturers.  To  ensure  that 
device  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup,  all  manufacturers  are  required 
to  comply  with  the  complaint  file 
requirements.  All  device  manufacturers 
also  are  required  to  comply  with  the 
general  requirements  concerning  records 
to  ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  can  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  can  determine 
whether  the  exemption  from  other 
sections  of  the  GMP  regulation  is  still 
appropriate. 

In  general,  FDA  has  not  initiated 
proposals  to  exempt  manufacturers  of 
devices  from  requirements  under  section 
510  or  520(f)  of  the  act,  but  has  acted  on 
the  basis  of  exemption 
recommendations  of  the  device 
classification  panels.  However,  FDA  has 
proposed  occasionally  to  exempt 
manufacturers  of  certain  devices 
classified  into  class  I  or  class  II  from  the 
requirements  of  certain  sections  of  the 
GMP  regulation,  according  to  the  above 
exemption  criteria.  Manufacturers  and 
other  interested  persons  may  submit 
comments  on  the  appropriateness  of  the 


proposed  exemptions  of  manufacturers 
of  devices,  whether  the  exemptions  are 
proposed  in  response  to 
recommendations  of  the  panels  or  on  the 
agency's  initiative.  Comments 
requesting  additional  exemptions  should 
be  supported  by  information  showing 
that  the  exemption  of  manufacturers  of  a 
device  from  the  premarket  notification 
requirement  or  the  GMP  regulation  is 
consistent  with  the  criteria  discussed 
above. 

Guidelines  for  Preparing  Petitions 
Requesting  Exemption  or  Variance  From 
the  Device  GMP  Regulation  for  Devices 
Classified  Into  Class  I  or  Class  II 

FDA  has  prepared  guidelines  on  the 
procedures  that  should  be  follov/ed  by 
persons  who  wish  to  submit  petitions  for 


exemption  or  variance  from  the  device 
GMP  regulation.  These  petitions  may  be 
submitted  in  accordance  with  provisions 
of  section  520(f)(2)  opf  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360j(f)(2)).  The  agency  announced  the 
availability  of  the  guidelines  in  a  notice 
published  in  the  Federal  Register  of 
January  18, 1980  (45  FR  3671). 

List  of  Dental  Devices 

The  following  is  a  list  of  dental 
devices  that  FDA  is  proposing  to 
classify,  the  section  and  subpart  of  Part 
872  in  the  Code  of  Federal  Regulations 
under  which  the  regulation  classifying 
the  device  will  be  codified,  the  docket 
number  of  the  proposed  classification 
regulation,  and  the  proposed 
classification  of  each  device. 


672.3220 

872.3240 

872.3250 

872.3260 

872.3275 

872.3285 

872.3295.. 
872.3300 
872.3310 
872.3330 
872.3350 
872.3360 

872.3400.. 

872.3410.. 

872.3420.. 


872.3440.. 

872.3450.. 
872.3460 
872.3470 
872.3480 

872.3490.. 


Section 

(device 

Docket  No. 

Class 

Subpart  B— Dental  Diagnostic  Devices 

872  1500  .  . 

78N-2831 

1 

872.1720 

78N-2834 

II 

78N-2835 

II 

872.1800 

78N-2836 

II 

872.1810 

78N-2837 

II 

872.1620 

78N-2838 

11 

872.1830 

78N-2839 

II 

672.1840 

78N-2640 

II 

8721650 

78N-2841 

II 

872.1905 . 

.  Dental  X-ray  film  holder . 

78N-2842 

II 

Subpart  D— Dental  Prosttietic  Devicas 

fl79  .30*10 

78N-2843 

II 

872.3060 . 

.  Gdd^sed  alloy  for  clinical  use . 

78N-2644 

II 

872.3070 . 

78N-2845 

II 

672.3080 

78N-2846 

II 

872.3100 

78N-2847 

II 

872.3110 

78N-2848 

II 

872.3130 

76N-2849 

II 

1 

872.3140 

78N-3024 

872.3150 

78N-2850 

1 

872.3165 

78N-2851 

II 

872.3175 

78N-2852 

II 

1 

872.3200 

Resin  tooth  bonding  agent . f. . 

78N-2853 

Facebow .  78N-2854  I 

Dental  bur .  78N-2855  II 

Calcium  hydroxide  cavity  liner .  78N-2856  II 

Cavity  varnish .  78N-2857  II 

Dental  cement ...,  78N-2858  II 

Preformed  clasp^  78N-2859  II 

Preformed  wire  clasp .  78N-2860  II 

Hydrophilic  resin  coabng  for  dentures .  78N-2861  11 

Coatirig  material  for  resin  fillings .  78N-2862  II 

Preformed  crown  78N-2863  II 

Gold  and  stainless  steel  cusp .  78N-2864  II 

Preformed  cusp.  78N-286S  II 

Acacia  and  karaya  with  sodium  borate  denture  adhesive .  78N-2866  III 

Carboxymethylcellulose  sodium  (40  to  100  percent)  denture  78N-2867  II 

adhesive. 

Carboxymethylcellulose  sodium  and  cationic  polyacrylamide  78N-2868  III 

potyrner  denture  adhesive. 

Carboxymethylcellulose  sodium  (32  percent)  and  ethylene  78N-2869  II 

oxide  homopolymer  (13  percent)  denture  adhesive. 

Carboxymethylceilulose  sodium  (49  percent)  and  ethylene  78N-2870  II 

oxide  homopolymer  (21  percent)  denture  adhesive. 

Karaya  denture  adhesive .  78N-2871  II 

Karaya  and  ethylene  oxide  homopolymer  denture  adhesive...  78N-2872  II 

Karaya  with  sodium  borate  denture  adhesive .  78N-2873  III 

Polyacrytamide  polymer  (modified  cationic)  denture  adhesive  78N-2874  III 

Pdyvinylmethylether  maleic  add  caldum-sodium  double  salt  78N-2875  II 

denture  adhesive. 
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Subpart  D— Dental  Prosthetic  Devices— Continued 

872.3500 . . .  Polyvinylmethylether  maiSc  anhydride  (PVM-MA),  acid  co- 

pdytTier  and  carboxymethyl  cellulose  sodium  (NACMC) 
denture  adhesive. 

672.3510 .  Polyvinylmethylether  maleic  add  caldum-sodium  double  salt 

and  carboymehtylcellulose  sodium  denture  adhesive. 

672.3520 . _OTC  Denture  cleanser . 

872.3530 . 'Mechanical  denture  cleaner . 

872.3540.. .  ...  Over-the-counter  (OTC)  denture  cushion . 

872.3550.. .  ...  Over-the-counter  (OTC)  denture  pad . 

872.3580.. .  ...  Over-the-counter  (OTC)  denture  reliner . 

872.3570.. .  ...  Over-the-counter  (OTC)  denture  repair  kit . . 

872.3580.. .  ...  Preformed  gold  deriture  teeth 

872.3590.. .  ...  Preformed  plastic  denture  teeth . 

672.3600.. .  ...  Partially  fabricated  denture  kit 


872.3645.. 

872.3650.. . 

8723660.. . 

872.3670... 

872.3680.. . 

872.3690.. . 

872.3700... 

872.3710... 

872.3730... 

872.3740... 

872.3750... 

872.3760.. .  ...  Denture  relining,  repainng.  or  rebasing  resm .. 

872.3765.. .  ...  Pit  and  fissure  sealant  and  conditioner . 

872.3770.. .  ...  Temporary  crown  and  bridge  resin . 

872.3810.. .  ...  Root  canal  post . 

872.3820.. .  ...  Root  canal  filling  resin 

872.3830.. .  ...  Endodontic  paper  point . 

672.3840.. .  ...  Endodontic  silver  point 
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Section 

Device 

Docket  No. 

Class 

Subpart  B — Dantal  Diagnostic  Oavicas— Continued 

872.5510 

Prefomied  orthodontic  space  mamtainer . 

78N-2961 

II 

872.5520 

78N-29e2 

1 

78N-3025 

II 

872.5530 

Orthodontic  expansion  screw  retainer . 

■  78N-2963 

II 

872  5540 

78N-2964 

872.5550 

78N-2965 

1.  II 

872.5560 

78N-2966 

II 

872.5570 

78N-2967 

1 

872.5580 . 

.  Orthodontic  wee . 

78N-296e 

II 

Subpart  Q—D«ntal  MIscallaiMOiM  OavICM 


78N-2969 

II 

78N-2970 

II 

8072  6030 

Oral  cavity  abrasive  polishing  agent . 

78N-2971 

II 

78N-2972 

1 

78N-2973 

1 

78N-2974 

1 

78N-2975 

II 

78N-2976 

III 

78N-2977 

1 

78N-2978 

1 

78N-2979 

II 

78N-29eO 

II 

872.6260 

78N-2981 

II 

872.6260  . . 

78N-29e2 

1 

872.6290  . 

78N-2983 

1 

ATPftrvin  “ . 

78N-2984 

1 

78N-2985 

1 

78N-2986 

1 

78N-2987 

II 

76N-2988 

1 

872.6390  . 

78N-29e9 

1 

872.6400 

78N-2990 

1 

872.6410 

78N-2991 

1 

872.6420 

78N-2992 

1 

872.6466 

78N-2993 

1 

872.6476 

78N-2994 

II 

672.6510 

78N-2996 

II 

1 

872.6550 

78N-2997 

672.6560 

78N-2998 

1 

872.6570 

78N-2999 

1 

872.6600 

78N-3000 

1 

872.6620 .. 

78N-3001 

1 

872  8640 

78N-3002 

II 

872.6645 _ 

.  78N-3003 

II 

872.6650 _ _ 

78N-3004 

II 

872  04  . 

78N-30 

1 

872.6660 . . 

78N-3005 

II 

872.6670 . 

78N-3006 

1 

872.6660 

78N-3007 

II 

872.6690 

78N-3008 

II 

872.6710 

78N-3009 

II 

872.6730 

78N-3011 

III 

1 

872.6750 

78N-3012 

872.6770 

76N-3014 

II 

1 

672.6600 

78N-3016 

872.6810 

78N-3017 

1 

872.6850 

78N-3018 

1 

872.6656 

78N-3019 

1 

872.6666 

76N-3020 

n 

1 

872.6870 

78N-3021 

872.6880 . 

78N-3022 

1 

87Z6890 . 

.  Intraoral  dental  wax . 

76N-3023 

II 

Devices  Considered  by  Two  or  More 
Panels 

The  Dental  Device  Section  of  the 
Ophthalmic;  Ear,  Nose,  Throat;  and 
Dental  Devices  Panel  and  the  other 
panels  listed  below  made  classification 
recommendations  concerning  the 
following  devices: 

Device — Other  Panels 
X-ray  film  cassette — Obstetrics-Gynecology 
and  Radiologic 

Extra  oral  X-ray  dental  Him — Obstetrics- 
Gynecology  and  Radiologic 
Intra  oral  X-ray  dental  film — Obstetrics- 
Gynecology  and  Radiologic 
Intensifying  radiographic  screen — Obstetrics- 


Gynecology  and  Radiologic 
Automatic  radiographic  film  processor — 
Obstetrics-Gynecology  and  Radiologic  , 
Leaded  apron-^bstetrics-Gynecology  and 
Radiologic 

Leaded  operator  radiation  protector — 
Obstetrics-Gynecology  and  Radiologic 
Anesthesia  flowmeter — Respiratory  and 
Nervous  System 

Compressed  gas  cyliner  and  valve — 
Respiratory  and  Nervous  System 
Analgesia/anesthesia  gas  machine — 
Respiratory  and  Nervous  System 
Resuscitation  and  emergency  oxygen  unit — 
Respiratory  and  Nervous  System 
Cotton  applicator — General  Medical 
Autoclave — General  Medical 
Ethylene  oxide  gas  sterilizer — General 
Medical 
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Luer-lock  drug  syringe — General  Medical 
Tongue  depressor — General  Medical 
Gauze  sponge — Surgical  and  Rehabilitation 
Surgical  knife — Surgical  and  Rehabilitation 
Dental  suture — Surgical  and  Rehabilitation 
Iontophoresis  device — Surgical  and 
Rehabilitation  ^ 

The  agency  is  not  at  this  time 
publishing  the  recommendations  of  the 
Dental  Device  Section  of  the 
Ophthalmic;  Ear,  Nose,  Throat;  and 
Dental  Devices  Panel  to  classify  the 
devices  listed  above.  The  agency  has 
published,  or  will  publish,  these 
recommendations  and  proposed 
classification  regulations  along  with  the 
recommendations  of  other  Panels  that 
reviewed  the  devices.  Some  of  these 
other  Panels’  recommendations  have 
already  been  published  in  the  Federal 
Register.  The  following  table  shows  the 
current  structure  of  the  advisory 
committees  involved  with  classification 
of  medical  devices  and  a  list  of  all 
proposed  and  final  classification 
regulations  published  to  date: 

Panel/Section  Name — Publication  Date  in 
Federal  Register 

Circulatory  Systems  Devices  Panel — March 
9, 1979  44  FR  13284-13434  (proposals); 
February  5, 1980,  45  FR  7904-7971  (final 
regulations) 

Clinical  Chemistry  and  Hematology  Devices 
Panel 

Glinical  Ghemistry  Device  Section 
Clinical  Toxicology  Device  Section 
Hematology  and  Pathology  Device  Section — 
September  11, 1979,  44  FR  52950-53063 
(proposals);  September  12, 1980,  (45  FR 
760576-06051  (final  regulations) 

General  Medical  Devices  Panel 
General  Hospital  and  Personal  Use  Device 
Section— August  24, 1979,  44  FR  49844- 
49954  (proposals);  October  21, 1980,  45  FR 
69678-^9737  (final  regulations) 
Gastroenterology-Urology  Device  Section 

Immunology  and  Mircrobiology  Devices 
Panel 

Immunology  Device  Section — April  22, 1980, 

45  FR  27204-27359  (proposals) 

Microbiology  Device  Section — April  22, 1980, 
45  FR  27204-27359  (proposals) 

Obstetrics-Gynecology  and  Radiologic 
Devices  Panel 

Obstetrics-Gynecology  Device  Section — Ap¬ 
ril  3, 1979,  44  FR  19894-19971  (proposals); 
February  26, 1980, 45  FR  12682-12720  (final 
regulations). 

Radiology  Device  Section 

Ophthalmic;  Ear,  Nose,  Throat;  and  Dental 

Devices  Panel 

Ophthalmic  Device  Section 

Ear,  Nose,  and  Throat  Device  Section 

Dental  Device  Section 

Respiratory  and  Nervous  System  Devices 
Panel 

Anesthesiology  Device  Section — November  2, 
1979,  44  FR  63293-63426  (proposals) 


Neurological  Device  Section — November  28, 

1978,  43  FR  54640-55732  (proposals); 
September  4, 1979,  44  FR  51726-51778  (final 
regulations) 

Surgical  and  Rehabilitation  Devices  Panel 
Physical  Medicine  device  section — August  28, 

1979,  44  FR  50458-50537  (proposals) 
Orthopedic  Device  Section 

General  and  Plastic  Surgery  Device  Section 

FDA  has  determined  that  the 
following  devices  reviewed  by  the 
Ophthalmic  Ear,  Nose,  Throat,  and 
Dental  Devices  Panel  are  identical  to 
devices  that  have  been  reviewed  by  the 
General  Hospital  and  Personal  Use 
Device  Section  of  the  General  Medical 
Devices  Panel  and  classified  by 
regulations  published  with  that  Panel; 
Dry  heat  sterilizer;  air  or  water  bulb 
syringe;  and  irrigating  syringe.  FDA  has 
also  determined  that  these  dental 
devices  should  be  included  in  the 
generic  types  of  devices  that  have 
already  been  classified  in  regulations 
published  with  the  General  Medical 
Devices  Panel.  However,  because  the 
proposed  general  hospital  and  personal 
use  device  classifictiaon  regulations 
were  published  before  FDA  determined 
that  the  devices  in  question  were 
identical,  the  agency  did  not  publish  the 
recommendations  of  the  Ophthalmic; 

Ear,  Nose,  Throat;  and  Dental  Devices 
Panel  at  that  time.  Accordingly,  the 
agency  is  publishing  the 
recommendations  of  the  Ophthalmic; 
Ear,  Nose,  Throat;  and  Dental  Devices 
Panel  for  these  devices,  as  required  by 
the  amendments.  Interested  persons  are 
invited  to  comment,  in  accordance  with 
the  procedure  set  forth  at  the  end  of  this 
notice,  on  the  Panels’  recommendations 
and  on  the  agency’s  determinations  that 
the  devices  described  below  are 
identical  to  the  general  hospital  and 
personal  use  devices. 

1.  The  Ophthalmic;  Ear,  Nose,  Throat; 
and  Dental  Devices  Panel  recommends 
that  the  dry  heat  sterilizer  be  classified 
into  class  II  because  it  believes  that  the 
dry  heat  sterilizer  should  be  capable  of 
sterilizing  dental  instruments  properly. 
The  Panel  based  its  recommendation  on 
the  Panel  members’  clinical  experience 
with  this  device.  The  Panel  identified 
infection  in  the  patient  as  a  risk  to 
health  from  use  of  this  device. 

FDA  has  determined  that  the  dry  heat 
sterilizer  classified  by  the  Ophthalmic; 
Ear.  Nose,  Throat;  and  Dental  Devices 
Panel  is  identical  to  the  device  with  the 
same  name  considered  by  the  General 
Hospital  and  Persona!  Use  Device 
Section  of  the  General  Medical  Devices 
Panel.  On  August  24, 1979,  FDA 
published  in  the  Federal  Register  (44  FR 
49947)  a  proposed  regulation,  based  on 


that  Panel  recommendation,  classifying 
the  dry  heat  sterilizer  into  class  II. 

2.  The  Ophthalmic;  Ear,  Nose,  Throat; 
and  Dental  Devices  Panel  recommends 
that  both  the  air  or  water  bulb  syringe 
and  the  irrigating  syringe  be  classified 
into  class  I  with  exemptions  from 
premarket  notification  procedures  and 
the  good  manufacturing  practice 
requirements  because  it  believes  that 
both  the  air  or  water  bulb  syringe  and 
the  irrigating  syringe  are  simple  devices 
that  present  no  risks  to  health.  The 
Panel  based  its  recommendation  on  the 
Panel  members’  clinical  experience  with 
these  devices. 

The  agency  has  determined  that  both 
the  air  or  water  bulb  syringe  and  the 
irrigating  syringe  classified  by  the 
Ophthalmic;  Ear,  Nose,  Throat;  and 
Dental  Devices  Panel  are  identical  to  the 
irrigating  syringe  considered  by  the 
General  Hospital  and  Personal  Use 
Device  Section  of  the  General  Medical 
Devices  Panel.  On  August  24, 1979,  FDA 
published  in  the  Federal  Register  (44  FR 
49951)  a  proposed  regulation  based  on 
that  Panel  recommendation  classifying 
the  irrigating  syringe  into  class  I. 

Dental  Products  Regulated  as  Drugs 

The  Ophthalmic;  Ear,  Nose,  Throat; 
and  Dental  Devices  Panel  made 
classification  recommendations 
concerning  the  following  three  dental 
products  that  FDA  has  determined  will 
be  regulated  as  drugs  rather  than  as 
devices:  plaque-disclosing  kits,  lingual 
ascorbic  acid  tests,  and  root  canal 
cleansers.  The  agency  is  not  publishing 
proposal  classification  regulations  for 
these  products. 

Environmental  Impact 

The  agency  has  determined  under  21 
CFR  25.24(b)(12)  (proposed  December 
11, 1979;  44  FR  71742)  that  this  proposed 
action  is  of  a  type  that  does  not 
individually  or  cumulatively  have  a 
significant  impact  on  the  human 
environment.  Therefore,  the  agency  has 
concluded  that  neither  an  environmental 
assessment  nor  an  environmental 
impact  statement  is  required. 

Reference 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons  from  9  a.m.  and  4 
p.m.,  Monday  through  Friday. 

1.  Letter  dated  March  22, 1979  from  D. 
Gregory  Singleton,  Executive  Secretary, 
Dental  Device  Section  of  the  Ophthalmic;  Ear, 
Nose,  Throat:  and  Dental  Devices  Panel  to 
members  of  this  Section. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513  and 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
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U.S.C.  360c,  371(a))),  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  that  Chapter  I  of  Title  21  df  the 
code  of  Federal  Regulations  be  amended 
by  adding  new  Part  872,  Subpart  A,  to 
read  as  follows: 

PART  872— DENTAL  DEVICES 

Subpart  A— General  Provisions 

Sec. 

871.1  Scope. 

Authority:  Secs.  513  and  701(a),  52  Stat. 

1055,  90  Stat.  540-546  (21  U.S.C.  360c  and 
371(a)). 

Subpart  A— General  Provisions 

§  872.1  Scope. 

(a)  This  part  sets  forth  the 
classiHcation  of  dental  devices  intended 
for  human  use. 

(b)  The  identification  of  a  device  in  a 
regulation  in  this  part  is  not  a  precise 
description  of  every  device  that  is,  or 
will  be,  subject  to  the  regulation.  A 
manufactiuer  who  submits  a  premarket 
notihcation  submission  for  a  device 
under  Part  807  cannot  show  merely  that 
the  device  is  accurately  described  by 
the  section  title  and  identification 
provision  of  a  regulation  in  this  part,  but 
shall  state  why  the  device  is 
substantially  equivalent  to  other 
devices,  as  required  by  §  807.87. 

(c)  To  avoid  duplicative  listings,  a 
dental  device  that  has  two  or  more  types 
of  uses  (e.g.,  used  both  as  a  diagnostic 
device.and  as  a  therapeutic  device)  is 
listed  in  one  subpart  only. 

(d)  References  in  this  part  to 
regulatory  sections  of  the  Code  of 
Federal  Regulations  are  to  Chapter  I  of 
Title  21  unless  otherwise  noted. 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  office  above  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

In  accordance  with  Executive  Order 
12044,  as  amended  by  Executive  Order 
12221,  the  economic  effects  of  this 
proposal  have  been  carefully  analyzed, 
and  it  has  been  determined  that  the 
proposed  rulemaking  does  not  involve 
major  economic  consequences  as 
defined  by  that  order.  A  copy  of  the 
regulatory  analysis  assessment 
supporting  this  determination  is  on  file 


with  the  Hearing  Clerk,  Food  and  Drug 
Administration. 

Dated:  December  16, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

|FR  Doc.  80-39814  Filed  12-29-80;  8:45  am) 
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21  CFR  Part  872 

[Docket  No.  78N-2831] 

Medical  Devices;  Classification  of 
Gingival  Fluid  Measurers 
agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  gingival  fluid  measurers  into 
class  I  §  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Reconunendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  gingival  fluid 
measurers: 

1.  Identification:  A  gingival  fluid 
measurer  is  a  gauge  device  used  to 
measure  the  amount  of  fluid  in  the 
gingival  sulcus  (depression  between  the 
tooth  and  gums)  in  order  to  determine  if 
there  is  a  gingivitis  condition. 


2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  under 
section  510(k)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  U.S.C.  360(k)), 
records  and  reports  requirements  under 
section  519  of  the  act  (21  U.S.C.  360i), 
and  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  gingival  fluid 
measurers  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  should  not 
be  required  to  comply  with  premarket 
notification  procedures,  records  and 
reports  requirements,  and  the  good 
manufacturing  practice  regulation 
because  this  is  a  simple  device  that 
presents  no  undue  risks  to  health  when 
used  in  a  normal  manner  and  for  the 
purpose  recommended. 

4.  Summary  of  data  on  which  the  _ 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  gingival  fluid 
measurers  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
gingival  fluid  measures  be  classified  into 
class  I  (general  controls).  FDA  believes 
that  general  controls  are  sufficient  to 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 

In  response  to  the  Panel's 
recommendation  that  manufacturers  of 
gingival  fluid  measures  be  exempt  from 
section  510(k)  of  the  act  (21  U.S.C. 
360(k)),  FDA  is  proposing  that  that  these 
manufacturers  be  subject  to  registration, 
device  listing,  and  premarket 
notification  under  section  510(a)  through 
510(k)  of  the  act.  Under  section  510(g)(4) 
of  the  act,  the  agency  may  exempt  a 
manufacturer  from  section  510  only  if  it 
finds  that  compliance  with  this  section 
is  not  necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration, 
listing,  and  premarket  notification  by 
manufacturers  of  gingival  fluid 
measurers,  the  agency  cannot  make  the 
required  finding.  To  protect  the  public 
health,  the  agency  needs  to  be  able  to 
identify  tfie  firms  manufacturing  this 
device,  and  to  conduct  necessary 
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inspections  and  to  receive  premarket 
notification  from  manufacturers  to 
assure  that  FDA  learns  of  new  devices 
and  of  signiHcant  modiHcations  of 
existing  devices  for  which  premarket 
approval  is  required. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668]  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classiHcation  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540.546  (21 
U.S.C.  360c,  371(a)]]  and  under  authority 
delegated  to  him  (21  CFR  5.1],  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  by  adding 
new  Subpart  B  and  new  §  872.1500,  to 
read  a  follows: 

Subpart  B— Dental  Diagnostic  Devices 

§  872.1500  Gingival  fluid  measurer. 

(a)  Identification.  A  gingival  fluid 
measurer  is  a  gauge  device  used  to 
measure  the  amount  of  fluid  in  the 
gingival  sulcus  (depression  between  the 
tooth  and  gums]  to  determine  if  there  is 
a  gingivitis  condition. 

(b)  Classification.  Class  1  (general 
controls). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305],  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  bo 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

|FR  Doc.  80-39815  Filed  1Z-29-80;  8:45  am] 
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21  CFR  Part  872 

[Docket  No.  78N-2834] 

Medical  Devices;  Classification  of  Pulp 
Testers 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  pulp  testers  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classihed  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT. 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  ClassiHcation  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classiHcation  of  pulp  testers: 

1.  Identification:  A  pulp  tester  is  an 
A.C.  or  battery  powered  device  used  to 
evaluate  the  pulpal  vitality  of  teeth,  by 
employing  high  frequency  current, 
transmitted  by  an  electrode,  to  stimulate 
the  nerve  tissue  in  the  dental  pulp. 

2.  Recommended  classiHcation:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  pulp  testers  be 
classiHed  into  class  II  because  improper 
electrical  design  of  the  device  could 


cause  electrical  shock  to  the  patient  or 
user.  Moreover,  the  amount  of  power 
delivered  by  the  device  must  be 
controlled,  because  insufficient  voltage 
could  cause  erroneous  evaluation  and 
excessive  voltage  could  cause  bums  to 
oral  tissue.  The  Panel  believes  that 
general  controls  alone  would  not 
provide  sufficient  control  over  the 
performance  and  electrical 
characteristics  of  this  device.  The  Panel 
believes  that  a  performance  standard 
would  provide  reasonable  assurance  of 
safety  and  effectiveness  of  the  device 
and  that  there  is  sufHcient  information 
to  establish  a  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  (a)  Electrical  shock: 
Improper  electrical  design  or 
malfunction  of  the  device  could  cause 
electrical  shock  to  the  patient  or  user. 

(b)  Erroneous  evaluation:  Improper 
mechanical  or  electrical  design  of  the 
device  may  result  in  erroneous 
evaluation  and  subsequent  therapy  that 
is  inappropriate,  (c)  Tissue  bums:  If  the 
voltage  delivered  by  the  device  is 
excessive,  bums  to  oral  tissue  may 
result. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
pulp  testers  be  classiHed  into  class  II 
(performance  standards).  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufHcient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufHcient  information  to 
establish  a  performance  standard  for 
this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classiHcation  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  stmcture.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This- 
proposed  classiHcation  regulation 
identiHes  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 
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Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)])  and  under  authority 
delegated  to  him  (21  CFR  5.1],  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  B 
by  adding  new  §  872.1720,  to  read  as 
follows: 

§872.1720  Pulp  tester. 

(a)  Identification.  A  pulp  tester  is  an 
A.C.  or  battery  powered  device  used  to 
evaluate  the  pulpal  vitality  of  teeth,  by 
employing  high  frequency  current, 
transmitted  by  an  electrode,  to  stimulate 
the  nerve  tissue  in  the  dental  pulp. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identiHed  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

|FR  Doc.  80-39816  Filed  12-29-80;  8:45  am] 

BILUNQ  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N-2835] 

Medical  Devices;  Classification  of 
Electrode  Gel  for  Pulp  Testers 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  conunent  a  proposed  regulation 
classifying  electrode  gel  for  pulp  testers 
into  class  II  (performance  standards). 
FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
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comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
dates:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  electrode  gel  for  pulp 
riBsters: 

1.  Identification:  An  electrode  gel  for 
pulp  testers  is  a  device  that  is  applied  to 
the  surface  of  a  tooth  before  use  of  a 
pulp  tester  to  aid  conduction  of 
electrical  current. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel  • 
recommends  that  this  device  be  exempt 
from  premarket  notification  under 
section  510(k]  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  U.S.C.  360(k)), 
records  and  reports  requirements  under 
section  519  of  the  act  (21  U.S.C.  360i), 
and  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  electrode  gel  for  pulp 
testers  be  classified  into  class  I  because 
the  Panel  believes  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  should  not 
be  required  to  comply  with  premarket 
notification  procedures,  records  and 
reports  requirements,  and  the  good 
manufacturing  practice  regulation 
because  this  is  a  simple  device  that 
presents  no  undue  risks  to  health  when 
used  in  a  normal  manner  and  for  the 
purpose  recommended. 
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4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members'  personal  knowledge  of,  and 
clinical  experience  with,  electrode  gel 
for  pulp  testers  in  the  practice  of 
dentistry. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
electrode  gel  for  pulp  testers  be 
classified  into  class  II  (performance 
standards).  This  device  comes  into 
direct  contact  with  oral  tissue.  It  is 
essential  that  the  materials  used  in  the 
device  be  biocompatible.  Changes  in  the 
composition  of  the  device  or 
contamination  of  the  device  with  other 
materials  may  lead  to  adverse  tissue 
reactions  (painful  bums  or  infections], 
thus  placing  the  patient  unnecessarily  at 
risk.  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  electrode  gel  for  pulp  testers  should 
be  classified  into  class  II  rather  than 
class  I,  the  agency  is  not  required  to 
publish  a  regulation  adopting  or 
rejecting  the  Panel  recommendation  that 
this  device  be  exempt  from  premarket 
notification  procedures  under  section 
510(k],  records  and  reports  requirements 
under  section  519,  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  the  device  classification 
panels  and  reestablished  them  with  the 
same  functions,  but  with  new  names 
and  a  new  structure.  FDA  published 
notices  of  these  changes  in  the  Federalc 
Register  of  May  19, 1978  (43  FR  21666, 
21667,  and  21668]  and  May  26, 1978  (43 
FR  22672  ad  22673).  This  proposed 
classification  regulation  identifies  each 
device  panel  by  the  former  name. 
Further  information  regarding  the  device 
advisory  committees  and  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Dmg,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
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proposes  to  amend  Part  872  in  Subpart  B 
by  adding  new  §  872.1730,  to  read  as 
follows: 

§  872.1730  Electrode  gel  for  pulp  testers. 

(a)  Identification.  An  electrode  gel  for 
pulp  testers  is  a  device  that  is  applied  to 
the  surface  of  a  tooth  before  use  of  a 
pulp  tester  to  aid  conduction  of 
electrical  current. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
conunents  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Conunents  are  to  be 
identiHed  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

(FR  Doc.  80-39817  Filed  12-29-80;  8:45  am) 
nUJNG  CODE  4110-03-H 


21  CFR  Part  872 

IDocket  No.  78N-2836] 

Medical  Devices;  Ciassification  of 
Extraorai  Source  X-Ray  Systems 

AQENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  estraoral  souce  X-ray 
systems  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 


electrical  shock  to  the  patient  or 
operator. 

Proposed  Classification 


Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia,  Ave., 

Silver  Spring.  MD  20910,  301-427-7536. 

SUP^MENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  extraoral  source  X-ray 
systems: 

1.  Identification:  An  extraoral  source 
X-ray  system  is  an  AC-powered  device 
that  produces  X-rays  and  is  used  for 
dental  radiographic  examination  and 
diagnosis  of  diseases  of  the  teeth,  jaw, 
and  oral  structures.  The  X-ray  source  (a 
tube)  is  located  outside  the  mouth.  This 
generic  type  of  device  may  include 
patient  and  equipment  supports  and 
component  parts. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  estraoral  X-ray  source 
systems  be  classified  into  class  II 
because  the  device  directs  radiation  at 
the  body,  and  malfunction  could  result 
in  the  patient’s  exposure  to  unsafe  levels 
of  radiation.  Moreover,  the  electrical 
design  of  the  device  must  be  regulated 
to  assure  electrical  safety.  The  Panel 
believes  that  general  controls  alone 
would  not  provide  sufficient  control 
over  these  characteristics.  The  Panel 
believes  that  a  performance  standard 
would  provide  reasonable  assurance  of 
safety  and  effectiveness  of  the  device 
and  that  there  is  sufficient  information 
to  establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  (a)  Exposure  to 
unsafe  levels  of  radiation:  Improper 
shielding  of  the  patient,  or  improper 
design  or  malfunction  of  the  device  may 
result  in  the  unnecessary  exposure  of 
the  patient  to  radiation,  (b)  Electrical 
shock:  Improper  electrical  design  or 
malfunction  of  the  device  could  cause 


FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
extraorai  source  X-ray  sustems  be 
classified  into  class  II  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device.  Any  standards 
developed  for  the  device  must  conform 
to  the  Radiation  Control  for  Health  and 
Safety  Ac{  of  1968  (42  U.S.C.  262  et  seq.) 
and  the  regulations  governing  radiation 
safety  promulgated  under  that  act,  as 
well  as  the  electrical  safety  regulations 
promulgated  under  the  Occupational 
Safety  and  Health  Act  of  1970  (29  U.S.C. 
651  et  seq.) 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Reg^ter  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  B 
by  adding  new  §  872.1800,  to  read  as 
follows: 

§  872.1800  Extraorai  source  X-ray  system. 

(a)  Identification.  An  extraorai  source 
X-ray  system  is  an  AC-powered  device 
that  produces  X-rays  and  is  used  for 
dental  radiographic  examination  and 
diagnosis  of  diseases  of  the  teeth,  jaw, 
and  oral  structures.  The  X-ray  source  (a 
tube)  is  located  outside  the  mouth.  This 
generic  type  of  device  may  include 
patient  and  equipment  supports  and 
component  parts. 

(b)  Classification.  Class  II 
(performance  standards). 
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Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  Docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.  Monday  through 
Friday, 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A /fairs. 

|FR  Doc.  80-39818  Filed  12-29-80;  8:45  pm] 

BILUNG  CODE  4110-03-M 

21  CFR  Part  872 

[Docket  No.  78N-2837] 

Medical  Devices;  Classification  of 
Intraoral  Source  X-Ray  Systems 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA]  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  intraoral  source  X-ray 
systems  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 

DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 


Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  intraoral  source  X-ray 
systems: 

1.  Identification:  An  intraoral  source 
X-ray  system  is  an  AC-powered  device 
that  produces  X-rays  and  is  used  for 
dental  radiographic  examination  and 
diagnosis  of  diseases  of  the  teeth,  jaw, 
and  oral  structures.  The  X-ray  source  (a 
tube)  is  located  inside  the  mouth.  This 
generic  type  of  device  may  include 
patient  and  equipment  supports  and 
component  parts. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  intraoral  source  X-ray 
units  be  classified  into  class  II  because 
the  device  directs  radiation  at  the  body, 
and  malfunction  could  result  in  the 
patient's  exposure  to  unsafe  levels  of 
radiation.  Moreover,  the  electrical 
design  of  the  device  must  be  regulated 
to  assure  electrical  safety.  The  Panel 
believes  that  general  controls  alone 
would  not  provide  sufficient  control 
over  these  characteristics.  The  Panel 
believes  that  a  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device  and  that  there  is  sufficient 
information  to  establish  a  standard.  The 
Panel  also  recommends  that  because  the 
source  of  the  X-rays  is  placed  inside  the 
mouth,  systems  should  be  required  to 
bear  special  labeling  which  describes 
the  risks  involved  in  using  the  device 
without  a  radiation  shield. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  (a)  Exposure  to 
unsafe  levels  of  radiation:  Improper 
shielding  of  the  patient,  improper  design, 
or  malfunction  of  the  device  may  result 
in  unnecessary  exposure  of  the  patient 
to  radiation,  (b)  Electrical  shock: 
Improper  design  or  malfunction  of  the 
device  could  result  in  electrical  shock  to 
the  patient  or  operator. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 


intraoral  source  X-ray  systems  ba 
classified  into  class  II  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufHcient 
information  to  establish  a  performance 
standard  for  this  device.  Any  standards 
developed  for  the  device  must  conform 
to  the  Radiation  Control  for  Health  and 
Safety  Act  of  1968  (42  U.S.C.  262  et  seq.) 
and  the  regulations  governing  radiation 
safety  promulgated  under  the  act,  as 
well  as  the  electrical  safety  regulations 
promulgated  under  the  Occupational 
Safety  and  Health  Act  (29  U.S.C.  651  et 
seq.). 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identiHes  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  B 
by  adding  new  §  872.1810,  to  read  as 
follows: 

§  872.1810  Intraoral  source  X-ray  system. 

(a)  Identification.  An  intraoral  source 
X-ray  system  is  an  electrically-powered 
device  that  produces  X-ray  and  is  used 
for  dental  radiographic  examination  and 
diagnosis  of  diseases  of  the  teeth,  jaw, 
and  oral  structures.  The  X-ray  source  (a 
tube)  is  located  inside  the  mouth.  This 
generic  type  of  device  may  include 
patient  and  equipment  supports  and 
component  parts. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
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submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated;  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc.  80-39819  Filed  12-29-80;  8:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N-2838] 

Medical  Devices;  Classification  of 
Dental  X-Ray  Exposure  Alignment 
Device 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  dental  X-ray  exposure 
alignment  devices  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  the 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-3d5), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 


Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposal  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  a  dental  X-ray  exposure 
alignment  device: 

1.  Identification:  A  dental  X-ray 
exposure  alignment  device  is  a  device 
used  to  position  and  hold  X-ray  film  and 
to  align  the  examination  site  with  the  X- 
ray  beam. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  under 
section  510(k)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  U.S.C.  360(k)), 
records  and  reports  requirements  under 
section  519  of  the  act  (21  U.S.C.  360i), 
and  the  goOd  manufacturing  practice 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  dental  X-ray  exposure 
alignment  devices  be  classified  into 
class  I  because  the  Panel  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  should  not 
be  required  to  comply  with  premarket 
notification  procedures,  records  and 
reports  requirements,  and  the  good 
manufacturing  practice  regulation 
because  it  is  a  simple  device  that 
presents  no  undue  risks  to  health  when 
used  in  a  normal  manner  and  for  the 
purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  dental  X-ray 
exposure  alignment  devices  in  the 
practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
dental  X-ray  exposure  alignment 
devices  be  classified  into  class  II 
(performance  standards).  The  design 
and  function  of  dental  X-ray  exposure 
alignment  devices  affect  the  amount  of 
radiation  to  which  patients  are  exposed. 
Alteration  of  the  beam  size  or  change  in 
alignment  of  the  beam,  both  of  which 
could  result  from  improper  design  or 


malfunction  of  the  device,  could  have  an 
adverse  effect  on  the  safety  and 
effectiveness  of  the  device.  Also,  the 
agency  believes  that  improper  design  of 
the  device,  resulting  in  improper  beam 
alignment,  would  require  repeating  the 
X-ray,  thus  exposing  a  patient  to 
unnecessary  radiation.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

Because  the  agency  has  determined 
that  dental  X-ray  exposure  alignment 
devices  should  be  classified  into  class  II 
rather  than  class  I,  the  agency  is  not 
required  to  publish  a  regulation  adopting 
or  rejecting  the  Panel  recommendation 
that  this  device  be  exempt  from 
premarket  notification  procedures  under 
section  510(k),  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identiHes  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  B 
by  adding  new  §  872.1820,  to  read  as 
follows: 

§  872.1820  X-ray  beam  aligner. 

(a)  Identification.  A  dental  X-ray 
exposure  alignment  device  is  a  device 
used  to  position  X-ray  film  and  to  align 
the  examination  site  with  the  X-ray 
beam. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
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Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-39820  Filed  12-29-80;  8:45  am] 

BILUNQ  CODE  4110-03-11 


21  CFR  Part  872 

[Docket  No.  78N-2839] 

Medical  Devices;  Classification  of 
Cephalometers 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  relation 
classifying  cephalometers  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  ffie  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 


45,  No.  251  /  Tuesday,  December  30, 


The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  cephalometers: 

1.  Identification:  A  cephalometer  is  a 
device  used  in  dentistry  during  X-ray 
procedures.  The  device  is  used  to  place 
and  to  hold  a  patient’s  head  in  a 
standard  position  during  dental  X-rays. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  cephalometers  be 
classified  into  class  II  because  a 
performance  standard  is  necessary  to 
assure  that  the  measuring  and 
positioning  functions  of  the  device  are 
sufficiently  accurate  to  prevent 
misdiagnosis.  The  Panel  believes  that 
general  controls  alone  would  not 
provide  sufficient  control  over  this 
characteristic.  The  Panel  believes  that  a 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  Misdiagnosis: 
Improper  design  of  the  device  may  result 
in  misdiagnosis  and  subsequent 
inappropriate  therapy. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
cephalometers  be  classified  into  class  II 
(performance  standard^).  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  to  assure  the 
accuracy  of  its  measuring  and 
positioning  functions  and  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  TTie  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
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proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  foimd  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  B 
by  adding  new  §  872.1830,  to  read  as 
follows: 

§  872.1830  Cephalometer. 

(a)  Identification.  A  cephalometer  is  a 
device  used  in  dentistry  during  X-ray 
procedures.  The  device  is  used  to  place 
and  to  hold  a  patient’s  head  in  a 
standard  position  during  dental  X-rays. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (Iff  A-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Cammissioner  for 
Regulatory  Affairs. 

(FR  Doc.  89-39821  Filed  12-29-80;  a-45  am] 

BILUNG  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N-2840] 

Medical  Devices;  Classification  of 
Dental  X-Ray  Position  Indicating 
Devices 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  dental  X-ray  position 
indicating  devices  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
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is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
date:  Comments  by  March  2, 1981.  FDA 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the  * 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  dental  X-ray  position 
indicating  devices. 

1.  Identification;  A  dental  position 
indicating  device  is  a  device,  such  as  a 
collimator,  cone,  or  apertune,  that  is 
used  in  dental  radiographic 
examination.  The  device  aligns  the 
examination  site  with  the  X-ray  beam 
and  also  restricts  the  dimensions  of  the 
dental  X-ray  field  by  limiting  the  size  of 
the  primary  X-ray  beam. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  panel 
recommends  that  dental  X-ray  position 
indicating  devices  be  classified  into 
class  II  because  improper  design  of  the 
device  may  expose  the  patient  and  the 
operator  unnecessarily  to  radiation.  The 
panel  believes  that  general  controls 
alone  would  not  provide  sufficient 
control  over  this  characteristic.  The 
Panel  believes  that  a  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 


members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry,  and  on  a 
presentation  by  FDA’s  Bureau  of 
Radiological  Health  which  described  the 
potential  hazards  associated  with  the 
device  (Ref.  1). 

5.  Risks  to  health:  Exposure  to  unsafe 
levels  of  radiation:  Improper  design  of 
the  device  may  result  in  unnecessary 
exposure  of  the  patient  and  the  operator 
to  radiation. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
dental  X-ray  position  indicating  devices 
be  classified  into  class  II  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Reference 

The  following  information  has  been 
placed  on  file  in  the  ofHce  of  the 
Hearing  Clerk  (address  above)  and  may 
be  seen  by  interested  persons,  from  9 
a.m.  to  4  p.m.,  Monday  through  Friday. 

1.  Transcript  of  Dental  Device 
Classification  Panel  Meeting,  Washington, 

DC,  December  5, 1977. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  B 
by  adding  new  §  872.1840,  to  read  as 
follows: 


§  872.1840  Dental  X-ray  position  indicating 
device. 

(a)  Identification.  A  dental  X-ray 
position  indicating  device  is  a  device, 
such  as  a  collimator,  cane,  or  aperture, 
that  is  used  in  dental  radiographic 
examination.  The  device  aligns  the 
examination  site  with  the  X-ray  beam 
and  also  restricts  the  dimensions  of  the 
dental  X-ray  field  by  limiting  the  size  of 
the  primary  X-ray  beam. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  Copy.  Comments  are  to  be 
identifeid  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19. 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

(FR  Doc.  80-39822  Filed  12-29-80;  8:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N-2841] 

Medical  Devices;  Classification  of 
Lead-Lined  Position  Indicators 

agency:  Food  and  Drug  Administration. 

*  action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  lead-lined  position  indicators 
into  class  11  (performance  standards). 
FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 


85978 


Federal  Register  /  Vol.  45,  No.  ^51  /  Tuesday,  December  30,  1980  /  Proposed  Rules 


address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MO 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7538. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classincation  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  lead-lined  position 
indicators: 

1.  Identification:  A  lead-lined  position 
indicator  is  a  cone-shaped  device  that  is 
attached  to  a  dental  X-ray  tube  and  is 
used  to  aid  in  positioning  the  tube,  to 
prevent  the  misfocusing  of  the  X-rays  by 
absorbing  divergent  radiation,  and  to 
prevent  leakage  of  radiation  by  use  of 
the  lead  lining. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  lead-lined  position 
indicators  be  classified  into  class  II 
because  the  Panel  believes  that 
performance  standards  are  necessary  to 
assure  that  the  X-ray  beam  is  properly 
controlled  by  the  indicator  and,  thereby, 
protects  the  patient  and  operator.  Faulty 
design  of  the  cone  could  cause  improper 
alignment  of  the  X-ray  beam  at  the  tip  of 
the  cone  and,  as  a  result,  proper 
collimation  of  the  X-ray  beam 
(elimination  of  the  divergent  portion  of 
the  beam)  may  not  occur.  The  Panel 
believes  that  general  controls  alone 
would  not  provide  sufficient  control 
over  these  characteristics.  The  Panel 
believes  that  a  performance  standard 

.  would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device  and  that  there  is  sufficient 
information  to  establish  a  performance 
standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  (a)  Misdiagnosis 
and  inappropriate  treatment:  Improper 
design  of  the  device  may  result  in 


inaccurate  X-rays  and  subsequent 
misdiagnosis  and  inappropriate 
treatment,  (b)  Overexposure  to 
radiation:  If  ^e  lining  of  the  device  has 
an  insufficient  lead  content,  the  patient 
may  be  exposed  to  unnecessary 
radiation. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
lead-lined  position  indicators  be 
classified  into  class  II  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  B 
by  adding  new  §  872.1850,  to  read  as 
follows: 

§  872.1850  Lead-lined  position  indicator. 

(a)  Identification.  A  lead-lined 
position  indicator  is  a  cone-shaped 
device  that  is  attached  to  a  dental  X-ray 
tube  and  is  used  to  aid  in  positioning  the 
tube,  to  prevent  the  misfocusing  of  the 
X-rays  by  absorbing  divergent  radiation, 
and  to  prevent  leakage  of  radiation  by 
use  of  the  lead-lining. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 


submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-39823FiIed  12-29-80;  8:45  am) 

BILUNQ  CODE  4110-03-M 


21  CFR  Part  872 

IDocket  No.  78N-28421 

Medical  Devices;  Ciaaaification  of 
Dentai  X-Ray  Fiim  Hoiders 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  dental  X-ray  film  holders  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
offige  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT. 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recpmmendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
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development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  dental  X-ray  film 
holders: 

1.  Identification:  A  dental  X-ray  film 
holder  is  a  device  used  to  position  and 
to  hold  X-ray  film  inside  the  mouth. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  under 
section  510(k)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  U.S.C.  360(k)), 
records  and  reports  requirements  under 
section  519  of  the  act  (21  U.S.C.  360i}, 
and  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  dental  X-ray  film 
holders  be  classified  into  class  I  because 
the  Panel  believes  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  should  not 
be  required  to  comply  with  premarket 
notification  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  the  Panel  believes 
that  defects  in  this  device  are  readily 
apparent  to  the  user. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  dental  X-ray 
film  holders  in  the  practice  of  dentistry. 

5.  Risks  to  health:  Infection:  If  the 
materials  used  in  the  device  cannot  be 
properly  sterilized,  a  patient  may 
contract  an  infection. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
dental  X-ray  film  holders  be  classified 
into  class  II  (performance  standards). 
This  decision  is  based  on  the  knowledge 
that  a  single  dental  X-ray  film  holder 
may  be  used  for  many  patients  and  has 
the  potential  for  transmitting 
microorganisms  between  patients. 
Therefore,  these  devices  must  be 
constructed  of  materials  that  can  be 
properly  sterilized.  The  agency  believes 
that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 


would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

Because  the  agency  has  determined 
that  dental  X-ray  film  holders  should  be 
classified  into  class  II  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel’s  recommendation  that  this  device 
be  exempt  from  premarket  notification 
procedures  under  section  510(k),  records 
and  reports  requirements  under  section 
519,  and  the  good  manufacturing 
practice  regulation  under  section  520(f) 
of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure,  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  B 
by  adding  new  §  872.1905,  to  read  as 
follows; 

§  872.1905  X-ray  film  holder. 

(a)  Identification.  A  dental  X-ray  film 
holder  is  a  device  used  to  position  and 
to  hold  X-ray  film  inside  the  mouth. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 


Dated;  November  19, 1980. 
William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

IFR  Doc.  80-39824  Filed  12-29-80;  8:45  am| 
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21  CFR  Part  872 

IDocket  No.  78N-2843] 

Medical  Devices;  Classification  of 
Amalgam  Alloys 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  amalgam  alloys  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classiHed  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HF^-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides  v 

background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  amalgam  alloys: 

1.  Identification:  An  amalgam  alloy  is 
a  device  that  consists  of  a  metallic 
substance  that  is  mixed  with  mercury  to 
form  filling  material  for  dental  caries. 

2.  Recommended  classification;  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
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performance  standard  for  this  device  be 
a  medium  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  amalgam  alloys  be 
classified  into  class  II  because  materials 
used  in  the  device  that  contact  the  body 
should  meet  a  generally  accepted  and 
satisfactory  level  of  tissue  compatibility. 
The  Panel  believes  that  general  contrpls 
alone  would  not  provide  sufficient 
control  over  this  characteristic.  The 
Panel  believes  that  a  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members'  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  (a)  Adverse  gastric 
or  respiratory  response:  Ingestion  of  the 
powdered  alloy  or  the  mixed  amalgam 
may  be  harmful  to  the  patient’s  digestive 
or  respiratory  tract,  (b]  Adverse  tissue 
reaction:  If  the  materials  in  the  device 
are  not  biocompatible,  the  patient  may 
have  an  adverse  tissue  reaction. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
amalgam  alloys  be  classified  into  class 
II  (performance  standards).  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  advice.  A  performance  standard 
would  provide  reasonable  assurances  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21668)  and  May  26, 1978  (43  FR 
22672  and  22673).  This  proposed 
classification  regulation  identifies  each 
device  panel  by  the  former  name. 

Further  information  regarding  the  device 
advisory  committees  and  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the' 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 


U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  by  adding 
new  Subpart  C,  which  is  reserved,  and 
adding  new  Subpart  D  and  §  872.3050,  to 
read  as  follows: 

Subpart  C— Reserved 

Subpart  D— Prosthetic  Devices 

§  872.305  Amalgam  alloy. 

(a)  Identification.  An  amalgam  alloy 
is  a  device  that  consists  of  a  metallic 
substance  that  is  to  be  mixed  with 
mercury  to  form  filling  material  for 
dental  caries. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (Fff  A-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-39825  Filed  12-29-80: 8:45  am] 
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21  CFR  Part  872 

[Docket  No.  78N-2844] 

Medical  Devices;  Classification  of 
Gold-Based  Alloy  for  Clinical  Use 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  gold-based  alloy  for  clinical 
use  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 


actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HF A-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  gold-based  alloy  for 
clinical  use: 

1.  Identification:  A  gold-based  alloy 
for  clinical  use  is  a  mixture  of  metals, 
the  major  component  of  which  is  gold.  It 
may  also  contain  smaller  quantities  of 
silver,  copper,  platinum,  or  palladium.  It 
is  used  to  fabricate  custom-made  dental 
appliances,  such  as  crowns  and  bridges. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  gold-based 
alloy  for  clinical  use  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  gold-based  alloy  for 
clinical  use  be  classified  into  class  II 
because  the  materials  used  in  the  device 
that  contact  the  body  should  meet  a 
generally  accepted  and  satisfactory 
level  of  tissue  compatibility.  The  Panel 
believes  that  general  controls  alone 
would  not  provide  sufficient  control 
over  this  characteristic.  The  Panel 
believes  that  a  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device  and  that  there  is  sufficient 
information  to  establish  a  performance 
standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members'  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  Adverse  tissue 
reaction:  If  materials  used  in  the  device 
are  not  biocompatible,  the  patient  may 
have  an  adverse  tissue  reaction. 
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Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
gold-based  alloy  for  clinical  use  be 
classified  into  class  II  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 

*  1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3060,  to  read  as 
follows: 

§  872.3060  Gold-based  alloy  for  clinical 
use. 

(a)  Identification.  A  gold-based  alloy 
for  clinical  use  is  a  mixture  of  metals, 
the  major  component  of  which  is  gold.  It 
may  also  contain  smaller  quantities  of 
silver,  copper,  platinum,  or  palladium.  It 
is  used  to  fabricate  custom-made  dental 
appliances,  such  as  crowns  and  bridges. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981.  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.' Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 


9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated;  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  00-39826  Filed  12-29-80;  0:45  am| 
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21  CFR  Part  872 
[Docket  No.  78N-2845] 

Medical  Devices;  Classification  of 
Precious  Metal  Alloys  for  Clinical  Use 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  precious  metal  alloys  for 
clinical  use  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of  the 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301^27-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
and  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  precious  metal  alloys 
for  clinical  use: 

1.  Identification:  A  precious  metal 
alloy  for  clinical  use  is  a  mixture  of 
metals,  the  major  components  of  which 
are  silver  and  palladium.  It  may  also 


contain  smaller  quantities  of  other 
metals,  such  as  copper,  gold,  and 
platinum.  It  is  used  to  fabricate  dental 
applicances  such  as  crowns  and  bridges. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  precious  metal 
alloys  for  clinical  use  by  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  precious  metal  alloys 
for  clinical  use  be  classified  into  class  II 
because  the  materials  used  in  the  device 
that  contact  the  body  should  meet  a 
generally  accepted  satisfactory  level  of 
tissue  compatibility.  The  Panel  believes 
that  general  controls  alone  would  not 
provide  sufficient  control  over  this 
characteristic.  The  Panel  believes  that  a 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  Adverse  tissue 
reaction:  If  the  materials  used  in  the 
device  are  not  biocompatible,  the 
patient  may  have  an  adverse  tissue 
reaction. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
precious  metal  alloys  for  clinical  use  be 
classified  into  class.  II  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classfication  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
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former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3080,  to  read  as 
follows: 

§  872.3080  Mercury  and  alloy  dispenser. 

(a)  Identification.  A  mercury  and  alloy 
dispenser  is  a  device  used  to  measure 
and  dispense  a  predetermined  amount 
of  dental  mercury  in  droplet  form  and  a 
premeasured  amount  of  alloy  pellets. 

The  device  uses  a  spring-activated  valve 
to  deliver  the  materials  into  a  mixing 
capsule. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  f fairs. 

’  |FR  Doc.  BO-39828  Filed  12-29-80;  8:45  am] 
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21  CFR  Part  872 

[Docket  No.  78N-2847] 

Medical  Devices;  Classification  of  AC- 
Powered  Dental  Amalgamators 

agency:  Food  and  Drug  Administration. 
action:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  AC-powered  dental 
amalgamators  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 


provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301^27-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  AC-powered  dental 
amalgamators: 

1.  Identification:  An  AC-powered 
dental  amalgamator  is  an  electrically- 
powered  device  used  to  mix,  by  shaking, 
amalgam  capsules  containing  mercury 
and  dental  alloy  particles,  such  as  silver, 
tin,  zinc,  and  copper.  The  resulting 
amalgam  material  is  used  for  filling 
dental  caries. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  AC-powered 
dental  amalgamators  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  AC-powered  dental 
amalgamators  be  classified  into  class  II 
because  the  electrical  design  of  the 
device  should  be  controlled  to  assure 
that  the  amalgam  will  be  mixed  properly 
and  the  assure  the  electrical  safety  of 
the  device.  The  Panel  believes  that 
general  controls  alone  would  not 
provide  sufficient  control  over  these 
characteristics.  The  Panel  believes  that 
a  performance  standard  would  provide 
reasonable  assurance  of  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 


members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  (a)  Adverse  tissue 
reaction:  Improper  design  of  the  device, 
resulting  in  improper  mixing  of  the 
amalgam,  could  cause  an  adverse  tissue 
reaction  in  the  patient,  (b)  Electrical 
shock:  Improper  electrical  design  of  the 
device  could  cause  an  electrical  shock 
to  users. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
AC-powered  dental  amalgamators  be 
classified  into  class  II  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  FDA  also 
believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  restablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3100,  to  read  as 
follows: 

§  872.3100  AC-powered  dental 
amalgamator. 

(a)  Identification.  An  AC-powered 
dental  amalgamator  is  an  electrically- 
powered  device  used  to  mix,  by  shaking, 
amalgam  capsules  containing  mercury 
and  dental  alloy  particles,  such  as  silver, 
tin,  zinc,  and  copper.  The  resulting 
dental  amalgam  material  is  used  for 
filling  dental  caries. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
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Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identifled  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  ofHce  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980 
William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80.39829  Filed  12-29.80;  8:45  am] 

BILUNO  CODE  411(M)3-« 


21  CFR  Part  872 

[Docket  No.  78N-2848] 

Medical  Devices;  Classification  of 
Dental  Amalgam  Capsules 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  dental  amalgam  capsules 
into  class  II  (performance  standards). 
FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  76-2448 
effective  30  days  after  the  date  of  its 
publication  in  the  Federal  Register. 
ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 


Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
backgound  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  dental  amalgam 
capsules: 

1.  Identification:  A  dental  amalgam 
capsule  is  a  container  device  in  which 
silver  alloy  is  mixed  with  mercury  to 
form  dental  amalgam. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  records  and  reports  requirements 
under  section  519  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C.  360i) 
and  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  dental  amalgam 
capsules  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  should  not 
be  required  to  comply  with  records  and 
reports  requirements  and  the  good 
manufacturing  practice  regulation 
because  it  is  a  simple  device  that 
presents  no  undue  risks  to  health  when 
used  in  a  normal  manner  and  for  the 
purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  dental 
amalgam  capsules  in  the  practice  of 
dentistry. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
dental  amalgam  capsules  be  classified 
into  class  II  (performance  standards). 
Dental  amalgam  capsules  are  used  to 
mix  amalgam  materials,  one  component 
of  which  is  mercury.  Mercury  is  toxic  to 
humans.  For  many  years,  spillage  or 
leakage  of  mercury  has  been  considered 
a  hazard  to  dental  patients,  the  dentist 
and  staff  workers.  Leakage  of  mercury 
from  the  device  may  cause  acute  or 
chronic  mercury  toxicity  through 
inhalation  of  mercury  vapors.  The 
agency  believes  that  a  performance 


standard  is  necessary  to  assure  that 
dental  amalgam  capsules  can  safely  be 
used  to  perform  this  mixing  process 
without  exposing  patients  and  dental 
care  workers  to  mercury  vapors  and 
because  general  controls  alone  are 
insufficent  to  control  the  risks  to  health 
presented  by  this  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  dental  amalgam  capsules  should  be 
classified  into  class  II  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  records  and  reports 
requirements  under  section  519  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3110,  to  read  as 
follows: 

§  872.31 10  Dental  amalgam  capsule. 

(a)  Identification.  A  dental  amalgam 
capsule  is  a  container  device  in  which 
silver  alloy  is  mixed  with  mercury  to 
form  dental  amalgam. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
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of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-39830  Filed  12-29-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N-2849] 

Medical  Devices;  Classification  of 
Preformed  Anchors 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  preformed  anchors  into  class 
II  (performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 


following  recommendation  regarding  the 
classification  of  preformed  anchors: 

1.  IdentiHcation;  A  preformed  anchor 
is  a  prefabricated  device  made  of  metal, 
such  as  stainless  steel  or  titanium,  that 
is  incorporated  in  to  a  dental  appliance, 
such  as  a  denture,  to  help  stabilize  the 
appliance  in  the  patient’s  mouth. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 

360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  preformed  anchors  be 
classified  into  class.I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  should  not 
be  required  to  comply  with  premarket 
notification  procedures,  records  and 
reports  requirements,  and  the  good 
manufacturing  practice  regulation 
because  this  is  a  simple  device  that 
presents  no  undue  risks  to  health  when 
used  in  a  normal  manner  and  for  the 
purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  preformed 
anchors  in  the  practice  of  dentisty. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
preformed  anchors  be  classified  into 
class  II  (performance  standards).  The 
properties  of  the  materials  used  to  form 
prefofmed  anchors  depend  upon  the 
proper  composition  of  these  materials. 
Moreover,  preformed,  anchors  directly 
contact  oral  tissue.  Altering  the 
composition  of  the  materials  used  in  the 
device,  or  contamination  of  the 
materials  with  other  substances,  may 
cause  adverse  tissue  reactions,  thus 
placing  the  patient  unnecessarily  at  risk. 
The  agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 


standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  preformed  anchors  should  be 
classified  into  class  II  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  premarket 
notiflcation  procedures  under  section 
510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  tlie  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3130,  to  read  as 
follows: 

§  872.3 1 30  Preformed  anchor. 

(a)  Identification.  A  preformed  anchor 
is  a  device  made  of  metal,  such  as 
stainless  steel  or  titanium,  that  is 
incorporated  into  a  dental  appliance, 
such  as  a  denture,  to  help  stabilize  the 
appliance  in  the  patient’s  mouth. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  Comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 
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Dated:  November  19, 1980. 
William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-3S831  Filed  12-2».a0;  8:45  am) 
WLUNO  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N-3024] 

Medical  Devices;  Classification  of 
Resin  Applicators 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  relation 
classifying  resin  applicatiors  into  class  I 
(general  controls}.  ^A  is  also 
publishing  the  recommendation  of  the 
Dental  Device  ClassiHcation  Panel  that 
the  device  be  classiHed  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  tinal 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  {HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857, 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  ClassiHcation  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classiHcation  of  resin  applicators: 

1.  IdentiHcation:  A  resin  applicator  is 
a  brushlike  device  that  is  used  to  spread 
dental  resin  on  a  tooth  prior  to 
application  of  tooth  shade  material. 

2.  Recommended  classiHcation:  Class 
I  (general  controls].  The  Panel 
recommends  that  there  be  no 
exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 


recommends  resin  applicators  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  resin 
applicators  in  the  practive  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
resin  applicators  be  classified  into  class 
I  (general  controls]  with  no  exemptions. 
The  agency  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673].  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a],  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a]]]  and  under  authority 
delegated  to  him  (21  CFR  5.1],  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872-3140,  to  read  as 
follows: 

§  872.3140  Resin  applicator. 

(a]  Identification.  A  resin  applicator  is 
a  brushlike  device  that  is  used  to  spread 
dental  resin  on  a  tooth  prior  to 
application  of  tooth  shade  material. 

(b]  Classification.  Class  I  (general 
controls]. 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing' 
Clerk  (HFA-305],  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 


submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-39832  Filed  12-20-80;  8:45  am] 

BILUNG  CODE  41ia-03-M 


21  CFR  Part  872 
[Docket  No.  78N-2850] 

Medical  Devices;  Classification  of 
Articulators 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA]  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  articulators  into  class  I 
(general  controls].  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305], 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT. 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460],  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  articulators: 

1.  Identification:  An  articulator  is  a 
mechanical  device  used  to  simulate 
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movements  of  a  patient’s  upper  and 
lower  jaw.  Plaster  casts  of  the  patient’s 
teeth  and  gums  are  placed  in  the  device 
to  reproduce  the  occlusion  (bite)  and 
articulation  of  the  patient’s  jaws.  An 
articulator  is  used  to  fit  dentures  or 
provide  orthodontic  treatment. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  under 
section  510(k)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  U.S.C.  360(k)), 
records  and  reports  requirements  under 
section  519  of  the  act  (21  U.S.C.  360i), 
and  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  articulators  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  should  not 
be  required  to  comply  with  premarket 
notification  procedures,  records  and 
reports  requirements,  and  the  good 
manufacturing  practice  regulation 
because  this  is  a  simple  device  that 
presents  no  undue  risks  to  health  when 
used  in  a  normal  manner  and  for  the 
purposes  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  articulators  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
articulators  be  classifed  into  class  I 
(general  controls).  The  agency  believes 
that  general  controls  are  sufficient  to 
control  the  risks  to  health  presented  by 
the  device. 

In  respone  to  the  Panel 
recommendation  that  manufacturers  of 
articulators  be  exempt  from  section 
510(k)  of  the  act  (21  U.S.C.  360(k)),  FDA 
is  proposing  that  these  manufacturers  be 
subject  to  registration,  device  listing, 
and  premarket  notification  under 
section  510  (a)  through  (k)  of  the  act. 
Under  section  510(g)(4)  of  the  act,  the 
agency  may  exempt  a  manufacturer 
from  section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration. 


listing,  and  premarket  notification  by 
manufacturers  of  articulators,  the 
agency  cannot  make  the  required 
finding.  To  protect  the  public  health,  the 
agency  needs  to  be  able  to  identify  the 
firms  manufacturing  this  device,  to 
conduct  necessary  inspections  and  to 
receive  premarket  notification  from 
manufacturers  to  assure  that  FDA  learns 
of  new  devices  and  of  significant 
modifications  of  existing  devices  for 
which  premarket  approval  is  required. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
articulators  be  exempt  from  records  and 
reports  regulations  under  section  519  of 
the  act  (21  U.S.C.  360i).  The  records  and 
reports  requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  areiound  in  the  device 
good  manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  ITOA  will  publish  other 
regulations  under  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued,  FDA 
believes  that  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  device 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  from  the 
requriements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
articulators  be  exempt  from  the  good 
manufacturing  practice  (GMP) 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)).  The  agency  believes 
that  compliance  with  this  regulation  is 
necessary  to  assure  the  quality  of  this 
device  and  thus  its  safety,  effectiveness, 
and  compliance  with  the  adulteration 
and  misbranding  provisions  of  the  act. 
Compliance  with  the  GMP  regulation 
will  help  prevent  production  of 
articulators  having  defects  that  could 
harm  users. 


On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3150,  to  read  as 
follows: 

§872.3150  Articulator. 

(a)  Identification.  An  articulator  is  a 
mechanical  device  used  to  simulate 
movements  of  a  patient’s  upper  and 
lower  jaw.  Plaster  casts  of  the  patient’s 
teeth  and  gums  are  placed  in  the  device 
to  reproduce  the  occlusion  (bite)  and 
articulation  of  the  patient’s  jaws.  An 
articulator  is  used  to  Ht  dentures  or 
provide  orthodontic  treatment. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

|FR  Doc.  80-39833  Filed  12-29-Oft  8:45  am| 
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action:  Proposed  rule. 

summary:  The  Food  and  Drug ' 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  precision  attachments  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Service  Classiflcation  Panel 
that  the  device  be  classified  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendations  regarding 
the  classfication  of  precision 
attcichments: 

1.  Identification:  A  precision 
attachment  is  a  device  made  of  cast 
metal  that  is  used  in  restorative 
dentistry  in  conjunction  with  removable 
partial  dentures.  Various  forms  of  the 
device  are  used  to  connect  a  lower 
partial  denture,  with  another  lower 
partial  denture  to  connect  an  upper 
partial  denture  with  another  upper 
partial  denture,  to  connect  either  an 
upper  or  lower  partial  denture  to  a  tooth 
or  a  crown,  or  to  connect  a  fixed  bridge 
to  a  partial  denture. 
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2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  precision  attachments 
be  exempt  from  records  and  reports 
requirements  under  section  519  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(21  U.S.C.  360(i)),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  precision  attachments 
be  classified  into  class  I  because  the 
Panel  believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  should  not 
be  required  to  comply  with  records  and 
reports  requirements  and  the  good 
manufacturing  practice  regulation 
because  this  is  a  simple  device  that 
presents  no  undue  risks  to  health  when 
used  in  a  normal  manner  and  for  the 
purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  precision 
attachments  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  disagrees  with  the  Panel  , 
recommendation  and  is  proposing  that 
precision  attachments  be  classified  into 
class  II  (performance  standards).  The 
properties  of  the  materials  used  to  form 
precision  attachments  depend  upon  the 
proper  composition  of  these  materials. 
Moreover,  precision  attachments 
directly  contact  oral  tissue.  Altering  the 
composition  of  the  materials  used  in  the 
device,  or  contamination  of  the 
materials  with  other  substances,  may 
cause  adverse  tissue  reactions,  thus 
placing  the  patient  unnecessarily  at  risk. 
The  agency  believes  that  a  performance 
standard  is  necessay  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  this  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  precision  attachments  should  be 
classified  into  class  II  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
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Panel  recommendation  that  this  device 
be  exempt  from  records  and  reports 
requirements  under  section  519  and  the 
good  manufacturing  practices  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668]  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
classification  regulation  identifies  each 
device  panel  by  the  former  name. 

Further  information  regarding  the  device 
advisory  committees  and  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  in  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 

Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3165,  to  read  as 
follows: 

§  872.3165  Precision  attachment. 

(a)  Identification.  A  precision 
attachment  is  a  device  made  of  cast 
metal  that  is  used  in  restorative 
dentistry  in  conjunction  with  removable 
partial  dentures.  Various  forms  of  the 
device  are  used  to  connect  a  lower 
partial  denture  with  another  lower 
partial  denture,  to  connect  an  upper 
partial  denture  with  another  upper 
partial  denture,  to  connect  either  an 
upper  or  lower  partial  denture  to  a  tooth 
or  a  crown,  or  to  connect  a  fixed  bridge 
to  a  partial  denture. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  ofHce  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 
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Dated:  November  19, 1980. 
William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

|FR  Doc.  80-39834  Filed  12-29-80;  8:45  am] 
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21  CFR  Part  872 

[Docket  No.  78N-2852] 

Medical  Devices;  Classification  of 
Preformed  Bars 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  preformed  bars  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  preformed  bars: 

1.  Identification:  A  preformed  bar  is  a 
prefabricated  device  made  of  metal, 
such  as  heavy  wire,  wrought  metal,  or 


cast  metal,  that  is  incorporated  into  a 
dental  appliance,  such  as  a  denture,  to 
connect  the  part  of  the  dental  appliance. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  D.S.C. 

360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation;  The  Panel 
recommends  that  preformed  bars  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  should  not 
be  required  to  comply  with  premarket 
notification  procedures,  records  and 
reports  requirements,  and  the  good 
manufacturing  practice  regulation 
because  this  is  a  simple  device  that 
presents  no  undue  risks  to  health  when 
used  in  a  normal  manner  and  for  the 
purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  oL  and 
clinical  experience  with,  preformed  bars 
in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
preformed  bars  to  be  classified  into 
class  II  (performance  standards).  The 
properties  of  the  materials  used  to  form 
preformed  bars  depend  upon  the  proper 
composition  of  these  materials. 
Moreover,  preformed  bars  directly 
contact  oral  tissue.  Altering  the 
composition  of  the  materials  used  in  the 
device,  or  contamination  of  the 
materials  with  other  substances,  may 
cause  adverse  tissue  reactions,  thus 
placing  the  patient  unnecessarily  at  risk. 
'The  agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
beause  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 


information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  preformed  bars  should  be  classifled 
into  class  II  rather  than  class  I,  the 
agen''y  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  premarket 
notification  procedures  under  section 
510(k),  the  records  and  reports 
requirements  under  section  5^9,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classiHcation  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
indentifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3175,  to  read  as 
follows: 

§  872.3175  Preformed  bar. 

(a)  Identificaiton.  A  preformed  bar  is 
a  prefabricated  device  made  of  metal, 
such  as  heavy  wire,  wrought  metal,  or 
cast  metal,  incoporated  into  a  dental 
appliance  such  as  a  denture,  to  connect 
the  parts  of  a  removable  denture. 

(c)  Classificaiton.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this,  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 
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Dated:  November  19, 1980. 
William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

|FR  Doc.  80-39835  Filed  12-29-80;  8:45  am] 
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21  CFR  Part  872 

[Docket  No.  78-2853] 

Medical  Devices;  Classification  of 
Resin  Tooth  Bonding  J^gents 

agency:  Food  and  Drug  Administration. 
action:  Proposed  Rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  resin  tooth  bonding  agents 
into  class  I  (general  controls).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  I. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  Rnal 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-3G5), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT. 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  resin  tooth  bonding 
agents: 

1.  Identification:  A  resin  tooth  bonding 
agent  is  a  device,  such  as  methyl 
methacrylate,  that  is  painted  on  the 
interior  of  a  prepared  cavity  of  a  tooth 
to  improve  retention  of  a  restoration, 
such  as  a  filling. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 


recommends  that  this  device  be  exempt 
from  records  and  reports  requirements 
under  section  519  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C.  360i) 
and  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  resin  tooth  bonding 
agents  be  classified  into  class  I  because 
the  Panel  believes  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  should  not 
be  required  to  comply  with  records  and 
reports  requirements  and  the  good 
'manufacturing  practice  regulation 
because  this  is  a  simple  device  that 
presents  no  undue  risks  to  health  when 
used  in  a  normal  manner  and  for  the 
purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  resin  tooth¬ 
bonding  agents  in  the  practice  of 
dentistry. 

5.  Risks  to  health:  None  identifled. 
Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
resin  tooth  bonding  agents  be  classified 
into  class  I  (general  controls).  The 
agency  believes  that  general  controls 
are  sufficient  to  control  the  risks  to 
health  presented  by  the  device. 

FDA  disagrees  with  the  Panel 
recommendation  that  manufacturers  of 
resin  tooth  bonding  agents  be  exempt 
from  records  and  reports  regulations 
under  section  519  of  the  act  (21  U.S.C. 
360i).  The  records  and  reports 
requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  are  found  in  the  device 
good  manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508). 

In  the  future,  FDA  will  publish  other 
regulations  under  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued,  FDA 
believes  that  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  device 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 


certain  classes  of  manufacturers  or 
other  persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820,198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

FDA  disagrees  with  the  Panel 
recommendation  that  manufacturers  of 
resin  tooth  bonding  agents  be  exempt 
from  the  good  manufacturing  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act  (21  U.S.C.  360j(f)).  The  agency 
believes  that  compliance  with  this 
regulation  is  necessary  to  assure  the 
quality  of  this  device  and  thus  its  safety, 
effectiveness,  and  compliance  with  the 
adulteration  and  misbranding  provisions 
of  the  act.  Compliance  with  the  GMP 
regulation  will  help  prevent  production 
of  resin  tooth  bonding  agents  having 
defects  that  could  harm  users. 

On  April  28. 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
classification  regulation  identifies  each 
device  panel  by  the  former  name. 

Further  information  regarding  the  device 
advisory  committees  and  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3200,  to  read  as 
follows: 

§  872.3200  Resin  tooth-bonding  agent. 

(a)  Identification.  A  resin  tooth 
bonding  agent  is  a  device,  such  as 
methyl  methacrylate,  that  is  painted  on 
the  interior  of  a  prepared  cavity  of  a 
tooth  to  improve  retention  of  a 
restoration,  such  as  a  filling. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 


Federal  Register  /  Vol.  45,  No.  251  /  Tuesday,  December  30,  1980  /  Proposed  Rules 


85991 


Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-39836  Filed  12-29-80;  8:45  am) 
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21  CFR  Part  872 

[Docket  No.  78-2854] 

Medical  Devices;  Classification  of 
Facebows 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  facebows  into  class  I 
(general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classifed  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 


The  Dental  Device  Classification  Panel, 
and  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  facebows: 

1.  Identification:  A  facebow  is  a 
device  used  in  denture  fabrication  to 
determine  the  spatial  relationship 
between  the  upper  and  lower  jaws.  This 
determination  is  used  to  place  denture 
casts  accurately  into  an  articulator  (a 
device  that  holds  a  set  of  plaster  dental 
casts  and  reproduces  jaw  movements) 
and,  thereby,  to  aid  the  correct 
placement  of  artificial  teeth  into  the 
denture  base. 

2.  Recommended  classiHcation:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  under 
section  510(k)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  U.S.C.  360(k)), 
records  and  reports  requirements  under 
section  519  of  the  act  (21  U.S.C.  360i), 
and  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  fo" 
recommendation:  The  Panel 
recommends  that  facebows  be  classified 
into  class  I  because  the  Panel  believes 
that  general  controls  are  sufficient  to 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 
This  device  has  been  used  in  dentistry 
for  many  years.  The  materials  used  in 
the  device  that  contact  the  body  have 
known  and  acceptable  properties.  The 
Panel  believes  that  manufacturers 
should  not  be  required  to  comply  with 
premarket  notification  procedures,  . 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
Members’  personal  knowledge  of,  and 
clinical  experience  with,  facebows  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
facebows  be  classified  into  class  I 
(general  controls).  The  agency  believes 
that  general  controls  are  sufHcient  to 
control  the  risks  to  health  presented  by 
the  device. 

In  response  to  the  Panel 
recommendation  that  manufacturers  of 
facebows  be  exempt  from  section  510(k) 
of  the  act  (21  U.S.C.  360(k)),  FDA  is 
proposing  that  these  manufacturers  be 
subject  to  registration,  device  listing, 
and  premarket  notification  under 


section  510(a)  through  (k)  of  the  act. 

Under  section  510(g)(4)  of  the  act,  the 
agency  may  exempt  a  manufacturer  fom 
section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration, 
listing,  and  premarket  notification  by 
manufacturers  of  facebows,  the  agency 
cannot  make  the  required  finding.  To 
protect  the  public  health,  the  agency 
needs  to  be  able  to  identify  the  Hrms 
manufacturing  this  device  and  to  receive 
premarket  notification  from 
manufacturers  to  assure  that  FDA  learns 
of  new  devices  and  of  significant 
modifications  of  existing  devices  for 
which  premarket  approval  is  required. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
facebows  be  exempt  from  records  and 
reports  regulations  under  section  519  of 
the  act  (21  U.S.C.  360i).  The  records  and 
reports  requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  are  found  in  the  device 
good  manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  ITOA  will  publish  other 
regulations  under  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued.  FDA 
believes  that  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  device 
regulations  that  included  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classiHcation 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel 
recommendation  that  manufacturers  of 
facebows  be  exempt  from  the  device 
good  manufacturing  practice  (GMP) 
regulation  under  section  520(0  of  the  act 
(21  U.S.C.  360j(f)),  FDA  is  proposing  that 
a  manufacturer  of  this  device  be  exempt, 
in  the  manufacture  of  the  device,  from 
all  requirements  in  the  GMP  regulation 
other  than  §§  820.180  and  820.198,  is 
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unlikely  to  improve  the  safety  and 
effectiveness  of  the  device.  The  agency 
believes,  however,  that  manufacturers  of 
facebows  must  be  required  to  comply 
with  the  complaint  file  requirements  of 
§  820.198  to  ensure  that  these 
manufacturers  have  adequate  systems 
for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  facebows  must  still  be 
required  to  comply  with  the  general 
requirements  concerning  records  in 
§  820.180  to  ensure  that  FDA  has  access 
to  complaint  files,  can  investigate  injury 
reports  and  complaints  about  product 
defects,  may  determine  whether  the 
manufacturer’s  corrective  actions  are 
adequate,  and  may  determine  whether 
the  exemption  from  other  sections  of  the 
GMP  regulation  is  still  appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classiHcation  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  foimd  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
7012(a)  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3220,  to  read  as 
follows: 

§872.3220  Facebow. 

(a)  Identification.  A  facebow  is  a 
device  used  in  denture  fabrication  to 
determine  the  spatial  relationship 
between  the  upper  and  lower  jaws.  This 
determination  is  used  to  place  denture 
casts  accurately  into  an  articulator  (a 
device  that  holds  a  set  of  plaster  dental 
casts  and  reproduces  jaw  movements) 
and,  thereby,  to  aid  the  correct 
placement  of  artificial  teeth  into  the 
denture  base. 

(b)  Classification.  Class  I  (general 
controls).  This  device  is  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820,  with  the  exception  of 

§  820.180,  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198,  with  respect  to  complaint 
files. 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  t6  the  Hearing 


Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-39837  Filed  12-29-80;  8:45  am] 

BILUNG  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N-2855] 

Medical  Devices;  Classification  of 
Dental  Burs 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  conunent  a  proposed  regulation 
classifying  dental  burs  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFA-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 


development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  following  recommendation 
regarding  the  classification  of  dental 
burs: 

1.  Identification:  A  dental  bur  is  a 
rotary  cutting  device  made  from  carbon 
steel  or  tungsten  carbide  used  to  cut 
hard  mouth,  such  as  teeth  or  bone.  It  is 
also  used  to  cut  hard  metals,  plastics, 
porcelains,  and  similar  materials  that 
are  used  in  the  fabrication  of  dental 
devices. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  dental  burs  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  dental  burs  be 
classified  into  class  II  because  materials 
used  in  the  device  should  meet 
mechanical  and  structural  performance 
standards  to  prevent  breakage  and 
possible  tissue  damage  to  patients.  The 
Panel  believes  that  general  controls 
alone  would  not  provide  sufficient 
control  over  this  characteristic.  The 
Panel  believes  that  a  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  Tissue  damage: 
Breakage  of  the  bur  due  to  inadequate 
mechanibal  or  structural  properties  may 
cause  severe  tissue  damage  to  the 
patient. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
dental  burs  be  classified  into  class  II 
(performance  standards).  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  FX)A  also  believes  that  there  is 
sufficient  information  to  establish  a 
performance  standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
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published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668]  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3240,  to  read  as 
follows: 

§872.3240  Dental  bur. 

(a)  Identification.  A  dental  bur  is  a 
rotary  cutting  device  made  from  carbon 
steel  or  tungsten  carbide  that  is  used  to 
cut  hard  structures  in  the  mouth,  such  as 
teeth  or  bone.  It  is  also  used  to  cut  hard 
metals,  plastics,  porcelains,  and  similar 
materials  that  are  used  in  the 
fabrication  of  dental  devices. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

|FR  Doc.  80-39838  Filed  12-29-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 

I  Docket  No.  78N-2856] 

Medical  Devices;  Classification  of 
Calcium  Hydroxide  Cavity  Liners 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  calcium  hydroxide  cavity 


liners  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classiflcation  Panel  that  the  device  be 
classified  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305, 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857, 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  calcium  hydroxide 
cavity  liners:  1.  Identification:  A  calcium 
hydroxide  cavity  liner  is  a  device 
material  that  is  applied  to  the  interior  of 
a  prepared  cavity  and  provides 
protection  for  the  pulp  of  the  tooth.  The 
device  is  applied  to  the  area  to  be 
restored  prior  to  the  insertion  of 
restorative  material,  such  as  amalgam. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  panel 
recommends  that  calcium  hydroxide 
cavity  liners  be  exempt  from  records 
and  reports  requirements  under  section 
519  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  360(i)),  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  calcium  hydroxide 
cavity  liners  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 


reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Dental  Panel 
believes  that  manufacturers  should  not 
be  required  to  comply  with  records  and 
reports  requirements  and  the  good 
manufacturing  practice  regulation 
because  this  is  a  simple  device  that 
presents  no  undue  risks  to  health  when  • 
used  in  a  normal  manner  and  for  the 
purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  calcium 
hydroxide  cavity  liners  in  the  practice  of 
dentistry. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
calcium  hydroxide  cavity  liners  be 
classified  into  class  II  (performance 
standards).  Calcium  hydroxide  cavity 
liners  are  constructed  of  a  material  with 
certain  properties,  properties  that 
depend  upon  the  correction  composition 
and  purity  of  the  material.  Moreover, 
calcium  hydroxide  cavity  liners  directly 
contact  oral  tissue.  Altering  the 
composition  of  the  material  used  in  the 
device  or  contamination  of  the  material 
with  other  substances  may  cause 
adverse  tissue  reactions,  thus  placing 
the  patient  unnecessarily  at  risk.  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  calcium  hydroxide  cavity  liners 
should  be  classified  into  class  II  rather 
than  class  I,  the  agency  is  not  required 
to  publish  a  regulation  adopting  or 
rejecting  the  Panel  recommendation  that 
this  device  be  exempt  from  the  records 
and  reports  requirements  under  section 
519  and  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
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may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a])]  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3260,  to  read  as 
follows: 

§  872.3260  Cavity  varnish. 

(a)  Identification.  A  cavity  varnish  is 
a  device  that  consists  of  a  compound 
used  to  coat  the  prepared  cavity  of  a 
tooth  prior  to  insertion  of  restorative 
materials.  The  varnish  prevents 
penetration  of  the  restorative  materials, 
such  as  amalgam,  into  the  dentinal 
tissue. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-39840  Filed  12-29-80;  8:45  am] 

BILLING  CODE  4110-03-M 

21  CFR  Part  872 

[Docket  No.  78N-2858] 

Medical  Devices;  Classification  of 
Dental  Cement 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  dental  cement  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classifed  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 


comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
dates:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT*. 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
and  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  dental  cement: 

1.  Identification:  Dental  cement  is  a 
device  used  to  affix  dental  filling 
materials  and  dental  devices,  such  as 
crowns  and  bridges,  to  provide  a 
restorative  base  for  the  protection  of 
tooth  pulp,  and  to  serve  as  a  temporary 
filling  material  for  caries.  The  device  is 
composed  of  materials  such  as  zinc 
oxide-eugenol. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
reconunendation:  The  Panel 
recommends  that  dental  cement  be 
classified  into  class  II  because  materials 
used  in  the  device  should  meet  a 
generally  accepted  and  satisfactory 
level  of  tissue  compatibility.  Improper 
phosphoric  acid  content  in  the  device 
may  irritate  or  destroy  dental  pulp.  The 
Panel  believes  that  general  controls 
alone  would  not  provide  sufficient 
control  over  this  characteristic.  The 
Panel  believes  that  a  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard.  The 
Panel  also  recommends  that  the 
phosphoric  acid  content  and  the  need 
for  appropriate  pulp  protection  be  stated 
in  the  labeling. 

4.  Summary  of  the  data  on  which  the 
recommendation  is  based:  The  Panel 


based  its  recommendation  on  the  Panel 
members  personal  knowledge  of,  and 
clinical  experience  with,  the  device,  and 
on  two  articles  in  the  dental  literature 
which  suggest  that  dental  cement 
containing  polycarboxylate  may  irritate 
dental  pulp  (Refs.  1  and  2). 

5.  Risks  to  health:  (a)  Adverse  tissue 
reaction:  If  the  materials  in  the  device 
are  not  biocompatible,  the  patient  may 
have  an  adverse  tissue  reaction,  (b) 
Irritation  or  destruction  of  dental  pulp: 
Dental  pulp  may  be  irritated  or 
destroyed  by  improper  amounts  of 
phosphoric  acid  in  the  device. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
dental  cement  be  classified  into  class  II 
(performance  standards).  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(HFA-305)  (address  above),  and  may  be 
seen  by  interested  persons,  from  9  a.m. 
to  4  p.m.,  Monday  through  Friday. 

1.  Plant,  C.  G.,  “The  Effect  of 
Polycarboxylate  Containing  Stannous 
Fluoride  on  the  Pulp,”  British  Dental  Journal, 
135:317, 1973. 

2.  Spangberg,  L,  H.  Rodriguez,  and  K. 
Langeland,  “Biologic  Effect  of  Dental 
Materials,"  Oral  Surgery,  January,  1974,  p. 
113. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668]  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)])  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
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Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3275,  to  read  as 
follows: 

§  872.3275  Dental  cement. 

(a)  Identification.  Dental  cement  is  a 
device  used  to  affix  dental  filling 
materials  and  dental  devices,  such  as 
crowns  and  bridges,  to  provide  a 
restorative  base  for  the  protection  of 
tooth  pulp,  and  to  serve  as  a  temporary 
filling  material  for  caries.  The  device  is 
composed  of  materials  such  as  zinc 
oxide-eugenol. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons,  may  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  office  above  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-39841  Filed  12-29-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N-2859] 

Medical  Devices;  Classification  of 
Preformed  Clasps 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  preformed  clasps  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  ai^  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 


under  the  Medical  Device  Amendments 
of  1976. 

dates:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  preformed  clasps: 

1.  Identification:  A  prefo'rmed  clasp  is 
a  prefabricated  device  made  of  cast 
metal,  such  as  chrome-cobalt,  that  is 
incorporated  into  a  dental  appliance, 
such  as  a  partial  denture,  to  help 
stabilize  the  appliance  in  the  patient’s 
mouth  by  fastening  the  clamp  to  an 
adjacent  tooth. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  preformed  clasps  be 
classified  into  class  1  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  should  not 
be  required  to  comply  with  premarket 
notification  procedures,  records  and 
reports  requirements,  and  the  good 
manufacturing  practice  regulation 
because  this  is  a  simple  device  that 
presents  no  undue  risks  to  health  when 


used  in  a  normal  manner  and  for  the 
purpose  recommended., 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members'  personal  knowledge  of,  and 
clinical  experience  with,  preformed 
clasps  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
preformed  clasps  be  classified  into  class 
II  (performance  standards).  The 
properties  of  the  materials  used  to  form 
preformed  clasps  depend  upon  the 
proper  composition  of  these  materials. 
Moreover,  preformed  clasps  directly 
contact  oral  tissue.  Altering  the 
composition  of  the  materials  used  in  the 
device,  or  contamination  of  materials 
with  other  substances,  may  cause 
adverse  tissue  reactions,  thus  placing 
the  patient  unnecessarily  at  risk.  The 
agency  believes  that  a  performance 
standard  §  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  preformed  clasps  should  be 
classified  into  class  II  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  premarket  notification 
procedures  under  section  510(k),  records 
and  reports  requirements  under  section 
519,  and  the  good  manufacturing 
practice  regulation  under  section  520(f) 
of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a)  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 


Federal  Register  /  Vol.  45,  No.  251  /  Tuesday,  December  30,  1980  /  Proposed  Rules 


85997 


delegated  to  him  (21  CFR  5.1],  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3285,  to  read  as 
follows: 

§  872.3285  Preformed  clasp. 

(a)  Identification.  A  preformed  clasp 
is  a  prefabricated  device  made  of  cast 
metal,  such  as  chrome-cobalt,  that  is 
incorporated  into  a  dental  appliance, 
such  as  a  partial  denture,  to  help 
stabilize  the  appliance  in  the  patient’s 
mouth  by  fastening  the  appliance  to  an 
adjacent  tooth. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  ofbce  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

(FR  Doc.  80-39842  Filed  12-20.80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N-2860] 

Medical  Devices;  Classification  of 
Preformed  Wire  Clasps 
agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  preformed  wire  clasps  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  II. 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 


based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  preformed  wire  clasps: 

1.  Identification:  A  preformed  wire 
clasp  is  a  device  made  of  bendable 
stainless  steel  wire  that  is  incorporated 
into  a  dental  appliance,  such  as  an 
orthodontic  retainer,  and  is  used  to 
anchor  the  applicance  to  a  tooth. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  preformed 
wire  clasps  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  preformed  wire  clasps 
be  classified  into  class  II  because  the 
materials  used  in  the  device  that  contact 
the  body  should  meet  a  generally 
accepted  level  of  tissue  compatibility. 
The  Panel  believes  that  general  controls 
alone  would  not  provide  sufficient 
control  over  this  characteristic.  The 
Panel  believes  that  a  performance 
standard  would  provide  reasonable 
assurance  of  safety  and  effectiveness  of 
the  device  and  that  there  is  sufficient 
information  to  establish  a  performance 
standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device. 

5.  Risks  to  health:  Adverse  tissue 
reaction:  If  the  materials  used  in  the 
device  are  not  biocompatible,  the 
patient  may  have  an  adverse  tissue 
reaction. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
preformed  wire  clasps  be  classified  into 
class  II  (performance  standards).  The 
agency  believes  that  a  performance 


standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  standard  for 
this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673  ).  The 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)])  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3295,  to  read  as 
follows. 

§  872.3295  Preformed  wire  clasp. 

(a)  Identification.  A  preformed  wire 
clasp  is  a  device  made  of  bendable 
stainless  steel  wire  that  is  incorporated 
into  a  dental  appliance,  such  as  an 
orthodontic  retainer,  and  is  used  to 
anchor  the  appliance  to  a  tooth. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

FR  Doc.  80-39843  Filed  12-2O-80;  8:45  am) 

BILUNQ  CODE  4110-0S-H 
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21  CFR  Part  872 

[Docket  No.  78N-2861] 

Medical  Devices;  Classification  of 
Hydrophilic  Resin  Coatings  for 
Dentures 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  hydrophilic  resin  coatings  for 
dentures  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
dates:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFA-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave„ 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  hydrophilic  resin 
coatings  for  dentures: 

1.  Identification:  A  hydrophilic  resin 
coating  for  dentures  is  a  device  used  to 
improve  denture  retention  and  comfort. 
The  device  consists  of  a  water-retaining 
polymer  cream  that  is  applied  to  the 
base  of  a  denture  before  the  denture  is 
inserted  into  the  patient’s  mouth. 

2.  Recommended  classiHcation:  Class 
I  (general  controls).  The  Panel 


recommends  that  this  device  be  exempt 
from  records  and  reports  requirements 
under  section  519  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C.  360i) 
and  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  hydrophilic  resin 
coatings  for  dentures  be  classified  into 
class  1  because  the  Panel  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  should  not 
be  required  to  comply  with  records  and 
reports  requirements  and  the  good 
manufacturing  practice  regulation 
because  this  is  a  simple  device  that 
presents  no  undue  risks  to  health  when 
used  in  a  normal  manner  and  for  the 
purpose  recommend. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members'  personal  knowledge  of,  and 
clinical  experience  with,  hydrophilic 
resin  coatings  for  dentures  in  the 
practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
hydrophilic  resin  coatings  for  dentures 
be  classified  into  class  II  (performance 
standards).  The  properties  of  the 
materials  used  to  form  hydrophilic  resin 
coatings  for  dentures  depend  upon  the 
proper  composition  of  these  materials. 
Moreover,  the  device  directly  contacts 
oral  tissue.  Altering  the  composition  of 
the  materials  used  in  the  device  or 
contamination  of  the  materials  with 
other  substances  may  cause  adverse 
tissue  reactions,  thus  placing  the  patient 
unnecessarily  at  risk.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

Because  the  agency  has  determined 
that  hydrophilic  resin  coatings  for 
dentures  should  be  classified  into  class 
II  rather  than  class  I,  the  agency  is  not 
required  to  publish  a  regulation  adopting 
or  rejecting  the  panel  recommendation 


that  this  device  be  exempt  from  the 
records  and  reports  requirements  under 
section  519  and  the  good  manufacturing 
practice  regulation  under  section  520(f) 
of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (sec.  513,  701(a), 
52  Stat.  1055,  90  Stat.  540-546  (21  U.S.C. 
360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3300,  to  read  as 
follows: 

§  872.3300  Hydrophilic  resin  coating  for 
dentures. 

(a)  Identification.  A  hydrophilic  resin 
coating  for  dentures  is  a  device  used  to 
improve  denture  retention  and  comfort. 
The  device  consists  of  a  water-retaining 
polymer  cream  that  is  applied  to  the 
base  of  a  denture  before  the  denture  is 
inserted  into  the  patient’s  mouth. 

.  (b)  Classification.  Class  II 

(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated;  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

|FR  Doc.  80-39844  Filed  12-29-80;  8:45  am| 
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21  CFR  Part  872 

[Docket  No.  78N-2862] 

Medical  Devices;  Classification  of 
Coating  Materials  for  Resin  Fillings 

agency:  Food  and  Drug  Administration. 
action:  Proposed  Rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  coating  materials  for  resin 
fillings  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
rec~)mmendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  1  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  coating  materials  for 
resin  fillings: 

1.  Identification:  A  coating  material 
for  resin  fillings  is  a  device  that  is 
applied  to  the  surface  of  a  restorative 
resin  dental  filling  in  order  to  attain  a 
smooth  glaze-like  finish  on  the  surface 
of  the  filling. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  coating  materials  for 


resin  fillings  be  exempt  from  records 
and  reports  requirements  under  section 
519  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  360(i))  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  coating  materials  for 
resin  fillings  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  should  not 
be  required  to  comply  with  premarket 
notification  procedures,  records  and 
reports  requirements,  and  the  good 
manufacturing  practice  regulation 
because  this  is  a  simple  device  that 
presents  no  undue  risks  to  health  when 
used  in  a  normal  manner  and  for  the 
purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  coating 
materials  for  resin  fillings  in  the  practice 
of  dentistry. 

5.  Risks  to  health:  None  identifiied. 
Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
coating  materials  for  resin  fillings  be 
classified  into  class  II  (performance 
standards).  The  properties  of  the 
materials  used  to  form  coating  materials 
for  resin  fillings  depend  upon  the  proper 
composition  of  these  materials. 
Moreover,  the  device  directly  contacts 
oral  tissues.  Altering  the  composition  of 
the  materials  used  in  the  device  or 
contamination  of  the  materials  with 
other  substances  may  cause  adverse 
tissue  reactions,  thus  placing  the  patient 
unnecessarily  at  risk.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

Because  the  agency  has  determined 
that  coating  materials  for  resin  fillings 
should  be  classified  into  class  II  rather 
than  class  I,  the  agency  is  not  required 


to  publish  a  regulation  adopting  or 
rejecting  the  Panel  recommendation  that 
this  device  be  exempt  from  the  records 
and  reports  requirements  under  section 
519  and  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3310,  to  read  as 
follows: 

§  872.3310  Coating  material  for  resin 
fillings. 

(a)  Identification.  A  coating  material 
for  resin  fillings  is  a  device  that  is 
applied  to  the  surface  of  a  restorative 
resin  dental  filing  in  order  to  attain  a 
smooth  glaze-like  finish  on  the  surface 
of  the  filling. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  Docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  10, 1980. 

Wiliam  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-39645  Filed  12-29-80;  8:45  am) 
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21  CFR  Part  872 

[Docket  No.  78N-28631 

Medical  Devices;  Classification  of 
Preformed  Crowns 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA]  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  preformed  crowns  into  class 
II  (performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981. 

FDA  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  310-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  preformed*crowns: 

1.  Identification:  A  preformed  crown 
is  a  prefabricated  device  made  of  plastic 
or  metal  that  is  affixed  temporarily  to  a 
tooth  after  removal  of,  or  breakage  of, 
the  natural  crown  (that  portion  of  the 
tooth  that  normally  protrudes  above  the 
gums).  It  is  used  as  a  functional 
restoration  until  a  permanent  crown  is 
constructed.  The  device  also  is  used  as  a 
functional  restoration  for  a  badly 


decayed  deciduous  (baby)  tooth  until 
the  adult  tooth  erupts. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  preformed  crowns  be 
exempt  from  premarketed  notification 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  preformed  crowns  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  requried  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  preformed 
crowns  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
performed  crowns  be  classified  into 
class  II  (performance  standards).  The 
properties  of  the  materials  used  to  form 
preformed  crowns  depend  upon  the 
proper  composition  of  these  materials. 
Moreover,  preformed  crowns  directly 
contact  oral  tissues.  Altering  the 
composition  of  the  materials  used  in  the 
device  or  contamination  of  the  materials 
with  other  substances  may  cause 
adverse  tissue  reactions,  thus  placing 
the  patient  unnecessarily  at  risk.  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 


Because  the  agency  has  determined 
that  preformed  crowns  should  be 
classified  into  class  II  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  premarket  notification 
procedures  under  section  510(k),  records 
and  reports  requirements  under  section 
519,  and  the  good  manufacturing 
practice  regulation  under  section  520(f) 
of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsehwere 
in  this  issue  in  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3330,  to  read  as 
follows: 

§  872.3330  Preformed  crown. 

(a)  Identification.  A  preformed  crown 
is  a  prefabricated  device  made  of  plastic 
or  metal  that  is  affixed  temporarily  to  a 
tooth  after  removal  of,  or  breakage  of, 
the  natural  crown  (that  portion  of  the 
tooth  that  normally  protrudes  above  the 
gums).  It  is  used  as  a  functional 
restoration  until  a  permanent  crown  is 
constructed.  The  device  also  is  used  to 
as  a  functional  restoration  for  a  badly 
decayed  deciduous  (baby)  tooth  until 
the  adult  tooth  erupts. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 
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Dated:  November  19, 1980. 
William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-39846  Filed  12-29-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N-2864] 

Medical  devices;  Classification  of  Gold 
and  Stainless  Steel  Cusps 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  gold  and  stainless  steel  cusps 
into  class  II  (performance  standards). 
FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave„ 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
and  FDA  advisory  committee,  made  the 
following  recommendations  regarding 
the  classification  of  gold  and  stainless 
steel  cusps: 

1.  IdentiHcation:  A  gold  and  stainless 
steel  cusp  is  a  prefabricated  device 


made  of  gold  and  stainless  steel  that 
provides  a  permanent  cusp  (a  projection 
on  the  chewing  surface  of  a  prosthetic 
tooth  of  a  denture)  and  is  used  to  ac 
occlusal  harmony  (a  proper  bite) 
between  the  teeth  and  a  removable 
denture. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  gold  and  stainless 
steel  cusps  be  exempt  from  premarket 
notification  procedures  under  section 
510(k)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  360(k)),  records 
and  reports  requirements  under  section 
519  of  the  act  (21  U.S.C.  360i),  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  gold  and  stainless 
steel  cusps  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  haye  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  gold  and 
stainless  steel  cusps  in  the  practice  of 
dentistry. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
gold  and  stainless  steel  cusps  be 
classified  into  class  II  (performance 
standards).  The  properties  of  the 
materials  used  to  form  gold  and 
stainless  steel  cusps  depend  upon  the 
proper  composition  of  these  materials. 
Moreover,  gold  and  stainless  steel  cusps 
directly  contact  oral  tissue.  Altering  the 
composition  of  the  materials  used  in  the 
device  or  contamination  of  the  materials 
with  other  substances  may  cause 
adverse  tissue  reactions,  thus  placing 
the  patient  unnecessarily  at  risk.  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 


presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  gold  and  stainless  steel  cusps 
should  be  classified  into  class  II  rather 
than  class  I,  the  agency  is  not  required 
to  publish  a  regulation  adopting  or 
rejecting  the  Panel  recommendation  that 
this  device  be  exempt  from  the 
premarket  notification  procedures  under 
section  510(K),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  linder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3350,  to  read  as 
follows: 

§  872.3350  Gold  and  stainless  steel  cusp. 

(a)  Identification.  A  gold  and  stainless 
steel  cusp  is  a  prefabricated  device 
made  of  gold  and  stainless  steel  that 
provides  a  permanent  cusp  (a  project  on 
the  chewing  surface  of  a  prosthetic  tooth 
of  a  denture)  and  is  used  to  achieve 
occlusal  harmony  (a  proper  bite) 
between  the  teeth  and  a  removable 
denture. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
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of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated;  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f fairs. 

|FR  Doc.  80-39847  Filed  12-29-80^  &45  am] 
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21  CFR  Part  872 

[Docket  No.  78N-286S] 

Medical  Devices;  Classification  of 
Preformed  Cusps 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  preformed  cusps  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 


following  recommendation  regarding  the 
classification  of  preformed  cusps: 

1.  Identification:  A  preformed  cusp  is 
a  prefabricated  device  made  of  plastic 
that  is  used  as  a  temporary  cusp  (a 
projection  on  the  chewing  surface  of  a 
tooth)  to  achieve  occlusal  harmony  (a 
proper  bite)  prior  to  permanent 
restoration  of  the  tooth. 

2.  Recommended  classification:  Class 

I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notificaiton  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 

360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  preformed  cusps  be 
classified  into  class  I  (general  controls) 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  unreasonable 
risks  to  health.  The  materials  used  in  the 
device  that  contact  the  body  have 
known  and  acceptable  properties.  The 
Panel  believes  that  manufacturers  of 
this  device  should  not  be  required  to 
comply  with  premarket  notification 
procedures,  records  and  reports 
requirements  and  the  good 
manufacturing  practice  regulation, 
because  this  is  a  simple  device  that 
presents  no  undue  risks  to  health  when 
used  in  a  normal  manner  and  for  the 
purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  preformed 
cusps  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  ClassiHcation 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
preformed  cusps  be  classified  into  class 

II  (performance  standards).  The 
properties  of  the  materials  used  to  form 
preformed  cusps  are  dependent  upon  the 
proper  composition  of  these  materials. 


Moreover,  the  device  directly  contacts 
oral  tissue.  Altering  the  composition  of 
the  materials  used  in  the  device  or 
contamination  of  the  materials  with 
other  substances  may  cause  adverse 
tissue  reactions,  thus  placing  the  patient 
unnecessarily  at  risk.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
this  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  preformance  standard  for 
this  device. 

Because  the  agency  has  determined 
that  performed  cusps  should  be 
classified  into  class  II  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  premarket 
notification  procedures  under  section 
510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3360,  to  read  as 
follows: 

§  872.3360  Preformed  cusp. 

(a)  Identification.  A  preformed  cusji  is 
a  prefabricated  device  made  of  plastic 
that  is  used  as  a  temporary  cusp  (a 
projection  on  the  chewing  surface  of  a 
tooth)  to  achieve  occlusal  harmony  (a 
proper  bite)  prior  to  permanent 
restoration  of  the  tooth. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
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Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20657,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identihed  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated;  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

|FR  Doc.  80-39848  Filed  12-29-80;  8:45  am] 
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21  CFR  Part  872 

[Docket  No.  78N-28661 

Medical  Devices;  Classification  of 
Acacia  and  Karaya  With  Sodium 
Borate  Denture  Adhesives 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  acacia  and  karaya  with 
sodium  borate  denture  adhesives  into 
class  III  (premarket  approval).  FDA  is 
also  publishing  §  the  recommendation  of 
the  Dental  Device  Classffication  Panel 
that  the  device  be  classified  into  class 
III.  The  effect  of  classifying  a  device  into 
class  III  is  to  require  each  manufacturer 
of  the  device  to  submit  to  FDA  a 
premarket  approval  application  at  a 
date  to  be  set  in  a  future  regulation. 

Each  premarket  approval  application 
would  include  information  concerning 
safety  and  effectiveness  tests  for  the 
device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 
FDA  Proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm,  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT. 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 


SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classfication  of  acacia  and  karaya  with 
sodium  borate  denture  adhesives: 

1.  Identification:  A  acacia  and  karaya 
with  sodium  borate  denture  adhesive  is 
a  device  composed  of  acacia,  karaya, 
and  sodium  borate  that  is  applied  to  the 
base  of  denture  before  the  denture  is 
inserted  into  the  patient's  mouth.  The 
device  is  used  to  improve  denture 
retention  and  comfort. 

2.  Recommended  classification:  Class 
III  (premarket  approval).  The  Panel 
recommends  that  premarket  approval  of 
this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  acacia  and  karaya 
with  sodium  borate  be  classified  into 
class  III  because  the  device  presents  a 
potential  unreasonable  risk  of  illness  or 
injury.  Long-term  exposure  to  the  borate 
in  the  device  may  cause  chronic  toxicity 
in  denture  wearers.  The  The  Panel 
believes  that  general  controls  would  not 
provide  sufficient  control  over  this 
characteristic.  The  Panel  also  believes 
that  sufficient  data  do  not  exist  to 
establish  an  adequate  performance 
standard  to  assure  the  safety  and 
effectiveness  of  the  device.  Premarket 
approval  is  necessary  for  this  device  to 
assure  that  manufacturers  demonstrate 
satisfactory  performance  of  the  device 
and  thus  assure  its  safety  and 
effectiveness. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry  and  on  a  report 
of  the  Bureau  of  Drugs  OTC  Panel  on 
Dentifrices  and  Dental  Care  Agents  (Ref. 
1).  This  report  states  that  there  is  a  lack 
of  information  concerning  the  safety  of 
adhesives  containing  sodium  borate  and 
a  lack  of  information  concerning  the 
effectiveness  of  acacia  in  denture 
adhesives.  The  report  states  that  the 
sodium  borate  concentration  of  12  to  20 
percent  of  the  adhesive’s  total  weight  is 
equivalent  to  2.6  to  5.3  percent  boron. 
Because  at  least  a  portion  of  a  denture 
adhesive  is  ingested,  this  amount  of 
boron  could  cause  chronic  toxicity  in 
denture  wearers  (Ref.  2).  The  Panel 
agrees  that  there  is  a  lack  of  data 
concerning  the  safety  and  effectiveness 
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of  acacia  and  karaya  with  sodium 
borate. 

5.  Risks  to  health:  (A)  Chronic 
toxicity:  The  boron  in  this  device  may 
cause  chronic  toxicity  to  users,  (b) 
Adverse  tissue  reaction:  If  the  materials 
in  the  device  are  not  biocompatible,  the 
patient  may  have  an  adverse  tissue 
reaction. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
acacia  and  karaya  with  sodium  borate 
be  classified  into  class  III  (premarket 
approval).  The  agency  believes  that  the 
device  presents  a  potential 
unreasonable  risk  of  illness  or  injury 
because  the  boron  in  the  device  may 
cause  toxicity,  and  because  there  is  a 
lack  of  information  available  to 
determine  the  safety  and  effectiveness 
of  acacia  and  karaya  with  sodium 
borate  as  a  denture  adhesive.  A  review 
of  the  literatiu'e  confirmed  that  little  is 
known  about  the  possible  effects  of 
sodium  borate  in  denture  adhesives  and 
no  effectiveness  data  are  available  for 
acacia.  In  addition,  the  device  is 
purported  or  represented  to  be  for  a  use 
(affixing  dentures  to  the  gmns)  that  is  of 
substantial  importance  in  preventing 
impairment  of  human  health.  The 
agency  believes  that  insufficient 
information  exists  to  determine  that 
general  controls  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device,  and  that 
insufficient  information  exists  to 
establish  a  performance  standard  for 
this  device. 

References 

The  following  information  has  been 
placed  in  the  office  of  ihe  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons  fi'om  9  a.m.  to  4  p.m., 
Monday  through  Friday, 

1.  “Summary  Report  on  Denture  Aids  and 
Plaque  Disclosants  Transferred  to  the  Bureau 
of  Medical  Devices,’’  by  the  OTC  Panel  on 
Dentifrices  and  Dental  Care  Agents,  March 
11-12, 1978. 

2.  Blacow,  N.  W.  (ed.),  "Martindale:  The 
Extra  Pharmacopeia,’’  llie  Pharmaceutical 
Press,  London,  1972,  pp.  1084-1085. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668]  and  Ma^  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
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committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3400,  to  read  as 
follows: 

§  872.3400  Acacia  and  karaya  with  sodium 
borate  denture  adhesive. 

(a)  Identification.  An  acacia  and 
karaya  with  sodium  borate  denture 
adhesive  is  a  device  composed  of 
acacia,  karaya,  and  sodium  borate  that 
is  applied  to  the  base  of  a  denture 
before  the  denture  is  inserted  into  the 
patients  mouth.  The  device  is  used  to 
improve  denture  retention  and  comfort. 

(b)  Classification.  Class  III  (premarket 
approval). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may  , 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-39849  Filed  12-29-80;  8:45  am] 

BILLING  CODE  4110-03-M 

21  CFR  Part  872 

[Docket  No.  78N-2867] 

Medical  Devices;  Classification  of 
Carboxymethylcellulose  Sodium  (40  to 
100  Percent)  Denture  Adhesives 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  carboxymethylcellulose 
sodium  (40  to  100  percent)  denture 
adhesives  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 


classified  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
OATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857, 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  carboxymethylcellulose 
sodium  (40  to  100  percent)  denture 
adhesives: 

1.  Identification:  A 

carboxymethylcellulose  sodium  (40  to 
100  percent)  denture  adhesive  is  a 
device  containing  40  to  100  percent  of 
carboxymethylcellulose  sodium — that  is 
applied  to  the  base  of  a  denture  before 
the  denture  is  inserted  in  the  patient’s 
mouth.  The  device  is  used  to  improve 
denture  retention  and  comfort. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that 

carboxymethylcellulose  sodium  (40  to 
100  percent)  denture  adhesives  be 
exempt  from  premarket  notification 
procedures  under  section  510(k)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(21  U.S.C.  360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 


recommends  that  , 
carboxymethylcellulose  sodium  (40  to 
100  percent)  denture  adhesives  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  device  materials  that  contact 
the  body  have  known  and  acceptable 
properties.  The  Panel  believes  that 
manufacturers  of  this  device  should  not 
be  required  to  comply  with  premarket 
notification  procedures,  records  and 
reports  requirements,  and  the  good 
manufacturing  practice  regulation 
because  this  is  a  simple  device  that 
presents  no  undue  risks  to  health  when 
used  in  a  normal  manner  and  for  the 
purpose  recommended. 

4.  Sumamry  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
member's  personal  knowledge  of,  and 
clinical  experience  with, 
carboxymethylcellulose  sodium  denture 
adhesives  in  the  practice  of  dentistry. 

5.  Risks  to  health:  Patient  discomfort 
and  poor  dental  health:  If  the  adhesive 
fails  to  anchor  the  denture  in  its  proper 
position,  the  patient  may  experience 
discomfort  and  poor  dental  health. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
carboxymethylcellulose  sodium  (40  to 
100  percent)  denture  adhesives  be 
classified  into  class  II  (performance 
standards).  The  properties  of  the 
materials  used  to  form 
carboxymethylcellulose  sodium  denture 
adhesives  depend  upon  the  proper 
composition  of  these  materials. 
Moreover,  carboxymethylcellulose 
sodium  denture  adhesives  directly 
contact  oral  tissue.  Altering  the 
composition  of  the  materials  used  in  the 
device  or  contamination  of  the  materials 
with  other  substances  may  cause 
adverse  tissue  reactions,  thus  placing 
the  patient  unnecessarily  at  risk.  FDA 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
■  there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

Because  the  agency  has  determined 
that  carboxymethylcellulose  sodium  (40 
to  100  percent)  denture  adhesive  should 
be  classified  into  class  II  rather  than 
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class  I,  the  agency  is  not  required  to 
publish  a  regulation  adopting  or  rejecing 
the  Panel  recommendation  that  this 
device  be  exempt  from  the  premarket 
notification  procedures  under  section 
510(k],  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identihes  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  committees  and  list 
of  their  new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (sec.  513,  701(a), 
52  Stat.  1055,  90  Stat.  540-546  (21  U.S.C. 
360c,  371(a)))  and  imder  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3410,  to  read  as 
follows: 

§  872.3410  Carboxymethylcellulose 
sodium  (40  to  100  percent)  denture 
adhesives. 

(a)  Identification.  A 
carboxymethylcellulose  sodium  (40  to 
100  percent)  denture  adhesive  is  a 
device  containing  40  to  100  percent  of 
carboxymethylcellulose  sodium  that  is 
applied  to  the  base  of  a  denture  before 
the  denture  is  inserted  in  the  patient’s 
mouth.  The  device  is  used  to  improve 
denture  retention  and  comfort. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 


Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-39850  Filed  12-29-80;  8:45  am| 

BILUNO  CODE  411(H>3-M 

21  CFR  Part  872 

[Docket  No.  78N-2868] 

Medical  Devices;  Classification  of 
Carboxymethylcellulose  Sodium  and 
Cationic  Polyacrylamide  Polymer 
Denture  Adhesives 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  relation 
classifying  carboxymethylcellulose 
sodium  and  catipnic  polyacrylamide 
polymer  denture  adhesives  into  class  III 
(premarket  approval).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that  . 
the  device  to  be  classitied  into  class  III. 
The  effect  of  classifying  a  device  into 
class  III  is  to  require  each  manufacturer 
of  the  device  to  submit  to  FDA  a 
premarket  approval  application  at  a 
date  to  be  set  in  a  future  regulation. 

Each  premarket  approval  application 
would  include  information  concerning 
safety  and  effectiveness  tests  for  the 
device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  conunents  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton.  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  carboxymethylcellulose 


sodium  and  cationic  polyacrylamide 
polymer  denture  adhesives: 

iT  Identification:  A 
carboxymethylcellulose  sodium  and 
cationic  polyacrylamide  polymer 
denture  adhesive  is  a  device  composed 
of  carbox3miethylcellulose  sodium  and 
cationic  polyacrylamide  polymer  that  is 
applied  to  the  base  of  a  denture  before 
the  denture  is  inserted  in  a  patient’s 
mouth.  'The  device  is  used  to  improve 
denture  retention  and  comfort. 

2.  Recommended  classification:  Class 
III  (premarket  approval).  The  Panel 
recommends  that  premarket  approval  of 
this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that 

carboxymethylcellulose  sodium  and 
cationic  polyacrylamide  polymer 
dentiu'e  adhesives  be  classified  into 
class  III.  If  the  device  fails  to  anchor  the 
denture  adequately  in  its  proper 
position,  a  change  in  the  distance 
between  the  upper  and  lower  jaws 
occurs  which  may  lead  to  gum  irritation 
and  bone  loss  due  to  alteration  of  biting 
pressures.  Therefore,  the  device 
presents  a  potential  unreasonable  risk  of 
illness  or  injury.  The  Panel  believes  that 
general  controls  would  not  provide 
sufficient  control  over  this 
characteristic.  The  Panel  also  believes 
that  insufficient  data  exist  to  establish 
adequate  performance  standards  to 
assure  the  safety  and  effectiveness  of 
this  device,  and  therefore,  premarket 
approval  is  necessary  for  this  device. 

4.  Summary  of  data  on  which  the 
recommendation  was  based:  'The  Panel 
based  its  recommendation  on  the  lack  of 
information  available  to  demonstrate 
the  effectiveness  of 
carboxymethylcellulose  sodium  and 
cationic  polyacrylamide  in  dental 
adhesives  and  on  a  report  of  the  Bureau 
of  Drugs  OTC  Panel  on  Dentifrices  and 
Dental  Care  Agents.  According  to  the 
report,  the  belief  that 
carboxymethylcellulose  sodium  is  safe 
is  based,  in  part,  on  its  widespread  use 
in  food  products  such  as  milk  and  ice 
cream  (Ref.  2).  Tests  of  cationic 
polyacrylamide  acute  oral  toxicity,  eye 
irritation,  dermal  and  inhalation 
toxicity,  and  subacute  and  chronic 
feeding  experiments  in  animals  have 
been  negative.  (Ref.  1).  Human  patch 
tests  also  have  been  negative  (Ref.  2). 
However,  no  data  were  submitted  to  the 
Panel  to  demonstrate,  and  the  literature 
did  not  establish,  the  effectiveness  of 
carboxymethylcellulose  sodium  and 
cationic  polyacrylamide  polymer  as  a 
denture  adhesive. 

5.  Risks  to  health:  Bone  loss  from  lack 
of  effectiveness:  If  the  adhesive  fails  to 
anchor  the  denture  in  its  proper  position. 
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a  change  in  the  distance  between  the 
upper  and  lower  jaws  may  occur  which 
may  lead  to  gum  irritation  and  bone  loss 
due  to  alteration  of  biting  forces. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
carboxymethylcellulose  sodium  and 
cationic  polyacrylamide  polymer 
denture  adhesives  be  classified  into 
class  III  (premarket  approval).  The 
agency  believes  the  device  presents  a 
potential  unreasonable  risk  of  illness  or 
injury  because  failure  of  the  device  to 
anchor  the  denture  in  place  may  cause  a 
change  in  the  distance  between  the 
upper  and  lower  jaw,  causing  gum 
irritation  and  bone  loss.  Additionally, 
there  is  a  lack  of  information  necessary 
to  determine  the  effective  of  this  device 
as  a  denture  adhesive.  In  addition,  the 
device  is  purported  or  represented  to  be 
for  a  use  (afHxing  dentures  to  the  gums) 
that  is  of  substantial  importance  in 
preventing  impairment  of  human  health. 
The  agency  believes  that  insufficient 
information  exists  to  determine  that 
general  controls  would  provide 
reasonable  assurance  of  the 
effectiveness  of  the  device,  and  that 
insufficent  information  exists  to 
establish  a  performance  standard  for 
this  device. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons  from  9  a.m.  to  4  p.m., 
Monday  through  Friday. 

1.  “Summary  Report  on  Denture  Aids  and 
Plaque  Disclosants  Transferred  to  the  Bureau 
of  Medical  Devices,"  by  the  OTC  Panel  on 
Dentifrices  and  Dental  Care  Agents,  1978. 

2.  “GRAS  (Generally  Recognized  as  Safe) 
Food  Ingredients — Cellulose  and 
Derivatives,”  Prepared  for  the  Food  and  Drug 
Administration  by  Informatics,  Inc.,  National 
Technical  Information  Service,  U.S.  Dept,  of 
Commerce,  PB  221228, 1972,  OTC  Volume 
080090. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classiHcation  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsehwere 
in  this  issue  in  Federal  Register. 


Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3420,  to  read  as 
follows: 

§  872.3420  Carboxymethylcellulose 
sodium  and  cationic  polyacrylamide 
polymer  denture  adhesive. 

(a)  Identification.  A 
carboxymethylcellulose  sodium  and 
cationic  polyacrylamide  polymer 
denture  adhesive  is  a  device  composed 
of  carboxymethylcellulose  sodium  and 
cationic  polyacrylamide  polymer  that  is 
applied  to  the  base  of  a  denture  before 
the  denture  is  inserted  in  a  patient’s 
mouth.  The  device  is  used  to  improve 
denture  retention  and  comfort. 

(b)  Classification.  Class  III  (premarket 
approval). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comn^ents  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-39851  Filed  12-29-80;  8:45  am] 

BILUNG  CODE  41 10-03-M 


21  CFR  Part  872 

(Docket  No.  78N-2869] 

Medical  Devices;  Classification  of 
Carboxymethylcellulose  Sodium  (32 
percent)  and  Ethylene  Oxide 
Homopolymer  (13  Percent)  Denture 
Adhesives 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  Rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  carboxymethylcellulose 
sodium  (32  percent)  and  ethylene  oxide 
homopolymer  (13  percent)  denture 
adhesives  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 


Classification  Panel  that  the  device  be 
classified  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administraton,  Rm.  4-^2, 
5600  Fishers  Lane,  Rockville,  MD  20857. 
FOR  FURTHER  INFORMATION  CONTACT: 
Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION: 


A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
and  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  carboxymethylcellulose 
sodium  (32  percent)  and  ethylene  oxide 
homopolymer  (13  percent)  denture 
adhesives: 

1.  Identification:  a 
Carboxymethylcellulose  sodium  (32 
percent)  and  ethylene  oxide 
homopolymer  (13  percent)  denture 
adhesive  is  a  device  composed  of 
carboxymethylcellulose  sodium  (32 
percent)  and  ethylene  oxide 
homopolymer  (13  percent)  that  is 
applied  to  the  base  of  a  denture  before 
the  denture  is  inserted  in  a  patient’s 
mouth.  The  device  is  used  to  improve 
denture  retention  and  comfort. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  denture  adhesive 
device  be  exempt  from  premarket 
notification  procedures  under  section 
510(k)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  360(k)),  records 
and  reports  requirements  under  section 
519  of  the  act  (21  U.S.C.  360i),  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 
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3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that 

carboxymethylcellulose  sodium  (32 
percent]  and  ethylene  oxide 
homopolymer  (13  percent)  dental 
adhesives  be  classiHed  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  use  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notiHcation  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with, 
carboxymethylcellulose  sodium  (32 
percent]  and  ethylene  oxide 
homopolymer  (13  percent]  denture 
adhesives  in  the  practice  of  dentistry.. 

5.  Risks  to  health:  Patient  discomfort 
and  poor  dental  health:  If  the  adhesive 
fails  to  anchor  the  dentiue  in  its  proper 
position,  the  patient  may  experience 
discomfort  and  poor  dental  health. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  the 
carboxymethylcellulose  sodium  (32 
percent]  and  ethylene  oxide 
homopolymer  (13  percent]  denture 
adhesives  be  classified  into  class  II 
(performance  standards].  The  properties 
of  the  materials  used  to  form 
carboxymethylcellulose  sodium  (32 
percent]  and  ethylene  oxide 
homopolymer  (13  percent]  denture 
adhesive  depend  upon  the  correct 
composition  of  these  materials. 
Moreover,  this  denture  adhesive  directly 
contacts  oral  tissues.  Altering  the 
composition  of  the  materials  with  other 
substances  may  cause  adverse  tissue 
reactions,  thus  placing  the  patient 
unnecessarily  at  risk.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 


establish  a  performance  standard  for 
this  device. 

Because  the  agency  has  determined 
that  carboxymethylcellulose  sodium  (32 
percent]  and  ethylene  oxide  ' 
homopolymer  (13  percent]  denture 
adhesives  should  be  be  classified  into 
class  II  rather  than  class  I,  the  agency  is 
not  required  to  publish  a  regulation 
adopting  or  rejecting  the  Panel 
recommendation  that  this  device  be 
exempt  from  the  premarket  notification 
procedures  under  section  510(k],  the 
records  and  reports  requirements  under 
section  519,  and  the  good  manufacturing 
practice  regulation  under  section  520(f] 
of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668]  and  May  26, 
1978  (43  FR  22672  and  22673].  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register.- 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a],  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a]]]  and  imder  authority 
delegated  to  him  (21  CFR  5.1],  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3430,  to  read  as 
follows: 

§  872.3430  Carboxymethylcellulose 
sodium  (32  percent)  and  ethylene  oxide 
homopolymer  (13  percent)  denture 
adhesive. 

(a]  Identification.  A 
carboxymethylcellulose  sodium  (32 
percent]  and  ethylene  oxide 
homopolymer  (13  percent]  denture 
adhesive  is  a  device  composed  of 
carboxymethylcellulose  sodium  (32 
percent]  and  ethylene  oxide 
homopolymer  (13  percent]  that  is 
applied  to  the  base  of  a  denture  before 
the  denture  is  inserted  in  a  patient’s 
mouth.  The  device  is  used  to  improve 
denture  retention  and  comfort. 

(b]  Classification.  Class  II 
(performance  standards]. 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (IffA-305],  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 


submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  dociunent.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for- 
Regulatory  A  ffairs. 

(FR  Doc.  80-39852  Filed  12-29-80;  8:45  am] 

BIIXING  CODE  4110-03-M 

21  CFR  Part  872 
[Docket  No.  78N-2870] 

Medical  Devices;  Classification  of 
Carboxymethylcellulose  Sodium  (49 
Percent)  and  Ethylene  Oxide 
Homopolymer  (21  Percent)  Denture 
Adhesives 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA]  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  carboxymethylcellulose 
sodium  (49  percent]  and  ethylene  oxide 
homopolymer  (21  percent]  denture 
adhesives  into  class  II  (performance 
standards].  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I  (general  controls]. 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
dates:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305], 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD‘ 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460],  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 
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Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  carboxymethylcellulose 
sodium  (49  percent)  and  ethylene  oxide 
homopolymer  (21  percent)  denture 
adhesives: 

1.  Identification:  A 
carboxymethylcellulose  sodium  (49 
percent)  and  ethylene  oxide 
homopolymer  (21  percent)  denture 
adhesive  is  a  device  composed  of 
carboxymethylcellulose  sodium  (49 
percent)  and  ethylene  oxide 
homopolymer  (21  percent)  that  is 
applied  to  the  base  of  a  denture  before 
the  denture  is  inserted  in  the  patient’s 
mouth.  The  device  is  used  to  improve 
denture  retention  and  comfort. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  denture  adhesivs 
device  be  exempt  from  premarket 
notification  procedures  under  section 
510(k)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  360(k)),  records 
and  reports  requirements  under  section 
519  of  the  act  (21  U.S.C.  360i),  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that 

carboxymethylcellulose  sodium  (49 
percent)  and  ethylene  oxide 
homopolymer  (21  percent)  denture 
adhesives  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
•  acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with, 
carboxymethylcellulose  sodium  (49 
percent)  and  ethylene  oxide 


homopolymer  (21  percent)  denture 
adhesives  in  the  practice  of  dentistry. 

5.  Risks  to  health:  Patient  discomfort 
and  poor  dental  health:  If  the  adhesive 
fails  to  anchor  the  denture  in  its  proper 
position,  the  patient  may  experience 
discomfort  and  poor  dental  health. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
carboxymethylcellulose  sodium  (49 
percent)  and  ethylene  oxide 
homopolymer  (21  percent)  denture 
adhesives  be  classified  into  class  II 
(performance  standards).  The  properties 
of  the  materials  used  to  form 
carboxymethylcellulose  sodium  (49 
percent)  and  ethylene  oxide 
homopolymer  (21  percent)  denture 
adhesives  depend  upon  the  proper 
composition  of  these  materials. 

Moreover,  carboxymethylcellulose 
sodium  (49  percent)  and  ethylene  oxide 
homopolymer  (21  percent)  denture 
adhesives  directly  contact  oral  tissues. 
Altering  the  composition  of  the 
materials  used  in  the  device  or 
contamination  of  the  materials  with 
other  substances  may  cause  adverse 
tissue  reactions,  thus  placing  the  patient 
unnecessarily  at  risk.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

Because  the  agency  has  determined 
that  carboxymethylcellulose  sodium  (49 
percent)  and  ethylene  oxide 
homopolymer  (21  percent)  denture 
adhesives  should  be  classified  into  class 
II  rather  than  class  1,  the  agency  is  not 
required  to  publish  a  regulation  adopting 
or  rejecting  the  Panel  recommendation 
that  this  device  be  exempt  from  the 
premarket  notification  procedures  under 
section  510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 


regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3440,  to  read  as 
follows: 

§  872.3440  Carboxymethylcellulose 
sodium  (49  percent)  and  ethylene  oxide 
homopolymer  (21  percent)  denture 
adhesive. 

(a)  Identification.  A 
carboxymethylcellulose  sodium  (49 
percent)  and  ethylene  oxide 
homopolymer  (21  percent)  denture 
adhesive  is  a  device  composed  of 
carboxymethylcellulose  sodium  (49 
percent)  and  ethylene  oxide 
homopolymer  (21  percent)  that  is 
applied  to  the  base  of  a  denture  before 
the  denture  is  inserted  in  a  patient’s 
mouth.  The  device  is  used  to  improve 
denture  retention  and  comfort. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons,  may  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  office  above  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-39853  Filed  12-29-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N-2871] 

Medical  Devices;  Classification  of 
Karaya  Denture  Adhesives 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  karaya  denture  adhesives 


Federal  Register  /  Vol.  45,  No.  251  /  Tuesday,  December  30,  1980  /  Proposed  Rules 


into  class  II  (performance  standards}. 

FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT. 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  karaya  denture 
adhesives: 

1.  Identibcation:  A  karaya  denture 
adhesive  is  a  device  composed  of 
karaya  (a  gum  from  the  bark  of  a  tree  of 
the  genus  astragalus)  that  is  applied  to 
the  base  of  a  denture  before  the  denture 
is  inserted  in  a  patient’s  mouth.  The 
device  is  used  to  improve  denture 
retention  and  comfort. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  karaya  denture 
adhesive  device  be  exempt  from 
premarket  notification  procedures  under 
section  510(k)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  U.S.C.  360(k)), 
records  and  reports  requirements  under 
section  519  of  the  act  (21  U.S.C.  360i), 
and  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  karaya  denture 
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adhesives  be  classibed  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  should  not 
be  required  to  comply  with  premarket 
notification  procedures,  records  and 
reports  requirements,  and  the  good 
manufacturing  practice  regulation 
because  this  is  a  simple  device  that 
presents  no  undue  risks  to  health  when 
used  in  a  normal  manner  and  for  the 
purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  reconunendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  karaya  denture 
adhesives  in  the  practice  of  dentistry. 

5.  Risks  to  health:  Patient  discomfort 
and  poor  dental  health:  If  the  adhesive 
fails  to  anchor  the  denture  in  its  proper 
position,  the  patient  may  experience 
discomfort  and  poor  dental  health. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
karaya  denture  adhesives  be  classified 
into  class  II  (performance  standards). 
The  properties  of  the  materials  used  to 
form  karaya  denture  adhesives  depend 
upon  the  correct  composition  of  these 
materials.  Moreover,  karaya  denture 
adhesives  directly  contact  oral  tissue. 
Altering  the  composition  of  the 
materials  used  in  the  device  or 
contamination  of  the  materials  with 
other  substances  may  cause  adverse 
tissue  reactions,  thus  placing  the  patient 
unnecessarily  at  risk.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

Because  the  agency  has  determined 
that  karaya  denture  adhesives  should  be 
classiHed  into  class  II  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  premarket 
notification  procedures  under  section 
510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 


On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classibcation  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3450,  to  read  as 
follows: 

§  872.3450  Karaya  denture  adhesive. 

(a)  Identification.  A  karaya  denture 
.  adhesive  is  a  device  composed  of 

karaya  (a  gum  from  the  bark  of  a  tree  of 
the  genus  astragalus)  that  is  applied  to 
the  base  of  a  denture  before  the  denture 
is  inserted  in  a  patient’s  mouth.  The 
device  is  used  to  improve  denture 
retention  and  comfort. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  the 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-39854  Filed  12-29-80;  8:45  am| 
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action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  karaya  and  ethylene  oxide 
homopolymer  denture  adhesives  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  karaya  and  ethylene 
oxide  homopolymer  denture  adhesives: 

1.  Identification:  A  karaya  and 
ethylene  oxide  homopolymer  denture 
adhesives  is  a  device  composed  of 
karaya  (a  gum  from  the  bark  of  a  tree  of 
the  genus  astragalus]  and  ethylene 
oxide  homopolymer  that  is  applied  to 
the  base  of  a  denture  before  the  denture 
is  inserted  in  the  patient’s  mouth.  The 
device  is  used  to  improve  denture 
retention  and  comfort. 

2.  Recommended  classification:  Class 
1  (general  controls).  The  Panel 
recommends  that  karaya  and  ethylene 
oxide  homopolymer  denture  adhesives 
be  exempt  from  premarket  notification 
procedures  under  section  510(k)  of  the 


Federal  Food,  Drug,  and  Cosmetic  Act 
(21  U.S.C.  360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  karaya  and  ethylene 
oxide  homopolymer  denture  adhesives 
be  classified  into  class  I  because  the 
Panel  believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  karaya  and 
ethylene  oxide  homopolymer  denture 
adhesives  in  the  practice  of  dentistry. 

5.  Risks  to  health:  Patient  discomfort 
and  poor  dental  health:  If  the  adhesive 
fails  to  anchor  the  denture  in  its  proper 
position,  the  patient  may  experience 
discomfort  and  poor  dental  health. 

Proposed  ClassiHcation 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
karaya  and  ethylene  oxide 
homopolymer  denture  adhesives  be 
classiHed  into  class  II  (performance 
standards).  The  properties  of  the 
materials  used  to  form  karaya  and 
ethylene  oxide  homopolymer  denture 
adhesives  depend  upon  the  correct 
composition  of  these  materials. 
Moreover,  karaya  and  ethylene  oxide 
homopolymer  denture  adhesives  directly 
contact  oral  tissues.  Altering  the 
composition  of  the  materials  used  in  the 
device  or  contamination  of  the  materials 
with  other  substances  may  cause 
adverse  tissue  reactions,  thus  placing 
the  patient  unnecessarily  at  risk.  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 


also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  karaya  and  ethylene  oxide 
homopolymer  denture  adhesives  should 
be  classifled  into  class  II  rather  than 
class  I,  the  agency  is  not  required  to 
publish  a  regulation  adopting  or 
rejecting  the  Panel  recommendation  that 
this  device  be  exempt  from  the 
premarket  notification  procedures  under 
section  510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
'proposed  classification  regulation 
identiBes  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3460,  to  read  as 
follows: 

§  872.3460  Karaya  and  ethylene  oxide 
homopolymer  denture  adhesive. 

(a)  Identification,  A  karaya  and 
ethylene  oxide  homopolymer  denture 
adhesive  is  a  device  composed  of 
karaya  (a  gum  from  the  bark  of  a  tree  of 
the  genus  astragalus)  and  ethylene 
oxide  homopolymer  that  is  applied  to 
the  base  of  a  denture  before  the  denture 
is  inserted  in  a  patient’s  mouth.  The 
device  is  used  to  improve  denture 
retention  and  comfort. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
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may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

IFR  Doc.  60-39855  Filed  12-29-80;  8:45  am] 
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21  CFR  Part  872 

[Docket  No.  78N-28731 

Medical  Devices;  Classification  of 
Karaya  With  Sodium  Borate  Denture 
Adhesives 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  karaya  with  sodium  borate 
denture  adhesives  into  class  III 
(premarket  approval).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  111. 

The  effect  of  classifying  a  device  into 
class  III  is  to  require  each  manufacturer 
of  the  device  to  submit  to  FDA  a 
premarket  approval  application  at  a 
date  to  be  set  in  a  future  regulation. 

Each  premarket  approval  application 
would  include  information  concerning 
safety  and  effectiveness  tests  for  the 
device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
dates:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFA-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 


classification  of  karaya  with  sodium 
borate  denture  adhesives: 

1.  Identification:  A  karaya  with 
sodium  borate  denture  adhesive  is  a 
device  composed  of  karaya  (a  gum  from 
the  bark  of  a  tree  of  the  genus 
astragalus)  and  sodium  borate  that  is 
applied  to  the  base  of  a  denture  before 
the  denture  is  inserted  in  the  patient's 
mouth.  The  device  is  used  to  improve 
denture  retention  and  comfort. 

2.  Recommended  classibcation:  Class 
III  (premarket  approval).  The  Panel 
recommends  that  premarket  approval  of 
this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  karaya  with  sodium 
borate  denture  adhesives  be  classified 
into  class  III  because  the  device 
presents  a  potential  unreasonable  risk  of 
illness  or  injury.  Long-term  exposure  to 
borate  may  cause  chronic  toxicity  in 
denture  w^earers.  The  Panel  believes 
that  general  controls  would  not  provide 
sufficient  control  over  this 
characteristic.  The  Panel  also  believes 
that  sufficient  data  do  not  exist  to 
establish  an  adequate  performance 
standard  to  assure  the  safety  and 
effectiveness  of  this  device  because 
satisfactory  performance  has  never  been 
demonstrated.  Therefore,  the  device 
should  be  subject  to  premarket  approval 
to  assure  that  manufacturers 
demonstrate  satisfactory  performance  of 
the  device,  and  thus,  assure  its  safety 
and  effectiveness. 

4.  Summary  of  data  on  which  the 

recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry  and  on  a  report 
of  the  Bureau  of  Drugs  OTC  Panel  on 
Dentifrices  and  Dental  Care  Agents  (Ref. 
i).  This  report  states  that  sodium  borate 
concentration  of  12  to  20  percent  of  the 
adhesive’s  total  weight  is  equivalent  to 
2.6  to  5.3  percent  boron  (Ref.  2).  Because 
at  least  a  portion  of  a  denture  adhesive 
is  ingested,  this  amount  of  boron  could 
cause  chronic  toxicity  in  denture 
wearers.  — 

5.  Risks  to  health:  (a)  Toxicity:  The 
boron  in  this  device  may  cause  chronic 
toxicity  to  users,  (b)  Adverse  tissue 
reaction:  If  the  materials  in  the  device 
are  not  biocompatible,  the  patient  may 
have  an  adverse  tissue  reaction. 

Proposed  Classification 

FDA  agrees  w'ith  the  Panel 
recommendation  and  is  proposing  that 
karaya  with  sodium  borate  denture 
adhesives  be  classified  into  class  111 
(premarket  approval).  The  agency 
believes  the  device  presents  a  potential 
unreasonable  risk  of  illness  or  injury 


because  the  boron  in  the  device  may 
cause  toxicity,  and  because  there  is  a 
lack  of  information  available  to 
determine  the  safety  and  effectiveness 
of  karaya  with  sodium  borafe  as  a 
denture  adhesive.  A  review  of  the 
literature  confirmed  that  little  is  known 
about  the  possible  effects  of  sodium 
borate  in  denture  adhesives.  In  addition, 
the  device  is  purported  or  represented  to 
be  for  a  use  (affixing  dentures  to  the 
gums)  that  is  of  substantial  importance 
in  preventing  impairment  of  human 
health.  The  agency  believes  that 
insufficient  information  exists  to 
determine  that  general  controls  would 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device, 
and  that  insufficient  information  exists 
to  establish  a  peformance  standard  for 
this  device. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
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interested  persons  from  9  a.m.  to  4  p.m., 
Monday  through  Friday. 
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Press,  London,  1972,  p.  1084-1085. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666.  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

§  701(a).  52  Stat.  1055,  90  Stat.  540-546 
(21  U.S.C.  360c,  371(a)))  and  under 
authority  delegated  to  him  (21  CFR  5.1), 
the  Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3470,  to  read  as 
follows: 

§  872.3470  Karaya  wHh  sodium  borate 
denture  adhesive. 

(a)  Identification.  A  karaya  with 
sodium  borate  denture  adhesive  is  a 
device  composed  of  karaya  (a  gum  from 
the  bark  of  a  tree  of  the  genus 
astralagus)  and  sodium  borate  that  is 
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applied  to  the  base  of  a  denture  before 
the  denture  is  inserted  in  a  patient's 
mouth.  The  device  is  used  to  improve 
denture  retention  and  comfort. 

(b)  Classification.  Class  III  {premarket 
approval). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 

l.ane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy,  comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner,  Regulatory- 
Affairs. 

|KR  Due.  aO-:t9B56  Filed  12-2<>-«0:  B:45  «m| 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 
I  Docket  No.  78N-2874] 

Medical  Devices;  Classification  of 
Polyacrylamide  Polymer  (Modified 
Cationic  Denture  Adhesives 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  polyacrylamide  polymer 
(modified  cationic)  denture  adhesives 
into  class  III  (premarket  approval).  FDA 
is  also  publishing  the  recommendation 
of  the  Dental  Device  Classification 
Panel  that  the  device  to  be  classified 
into  class  III.  The  effect  of  classifying  a 
device  into  class  III  is  to  require  each 
manufacturer  of  the  device  to  submit  to 
FDA  a  premarket  approval  application 
at  a  date  to  be  set  in  a  future  regulation. 
F.ach  premarket  approval  application 
would  include  information  concerning 
safety  and  effectiveness  tests  for  the 
device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 


Food  and  Drug  Administration.  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring.  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  polyacrylamide  polymer 
(modified  cationic)  denture  adhesives: 

1.  Identification:  A  polyacrylamide 
polymer  (modified  cationic)  denture 
adhesive  is  a  device  composed  of 
polyacrylamide  polymer  (modified 
cationic)  that  is  applied  to  the  base  of  a 
denture  before  the  denture  is  inserted  in 
a  patient’s  mouth.  The  device  is  used  to 
improve  denture  retention  and  comfort. 

2.  Recommended  classification:  Class 
III  (premarket  approval).  The  Panel 
recommends  that  premarket  approval  of 
this  device  be  a  low  priority. 

3.  Summary  of  reasons  for  • 
recommendation:  The  Panel 
recommends  that  polyacrylamide 
polymer  (modiHed  cationic)  be  classified 
into  class  III  because  the  device 
presents  a  potential  unreasonable  risk  of 
illness  or  injury.  If  the  device  fails  to 
anchor  a  denture  in  its  proper  position,  a 
change  in  the  distance  the  upper  and 
lower  jaws  may  occur  which  may  lead 
to  irritation  of  the  gums  and  bone  loss 
due  to  alteration  of  biting  forces.  The 
Panel  believes  that  general  controls 
would  not  provide  sufficient  control 
over  this  characteristic.  The  Panel  also 
believes  that  sufficient  data  do  not  exist 
to  establish  an  adequate  performance 
standard  to  assure  the  safety  and 
effectiveness  of  this  device  because 
satisfactory  performance  has  never  been 
demonstrated.  Therefore,  the  device 
should  be  subject  to  premarket  approval 
to  assure  that  manufacturers 
demonstrate  satisfactory  performance  of 
the  device  and  thus,  assure  its  safety 
and  effectiveness. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members'  personal  knowledge  of,  and 
clinical  experience  with,  this  device,  and 
on  a  report  of  the  Bureau  of  Drugs’  OTC 
Panel  on  Dentifrices  and  Dental  Care 
agents.  Tests  of  polyacrylamide  polymer 
(modified  cationic)  for  acute  oral 
toxicity,  eye  irritation,  and  dermal  and 


inhalation  toxicity  in  subacute  and 
chronic  feeding  experiments  in  animals 
have  been  negative  (Ref.  1).  Human 
patch  tests  also  have  been  negative  (Ref. 
2].  However,  no  data  were  submitted  to 
the  Panel  to  demonstrate,  and  the 
literature  did  not  establish,  the 
effectiveness  of  polyacrylamide  polymer 
as  the  sole  ingredient  of  a  denture 
adhesive. 

5.  Risks  to  health:  (a)  Bone  loss:  If  the 
adhesive  fails  to  anchor  the  denture  in 
its  proper  position,  and  the  distance 
between  the  upper  and  lower  jaw  is 
changed,  then  bone  loss  and  gum 
irritation  may  occur. 

(b)  Adverse  tissue  reaction:  If  the 
materials  in  the  device  are  not 
biocompatible,  the  patient  may  have  an 
adverse  tissue  reaction. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
polyacrylamide  polymer  (modified 
cationic)  denture  adhesives  be  classified 
into  class  III  (premarket  approval).  The 
agency  believes  the  device  presents  a 
potential  unreasonable  risk  of  illness  or 
injury  because  failure  of  the  device  to 
anchor  the  denture  in  place  may  result 
in  bone  loss,  and  because  there  is  a  lack 
of  information  to  determine  the 
effectiveness  of  polyacrylamide  polymer 
us  the  sole  ingredient  of  a  denture 
adhesive.  In  addition,  the  device  is 
purported  or  represented  to  be  for  a  use 
(affixing  dentures  to  the  gums)  that  is  of 
substantial  importance  in  preventing 
impairment  of  human  health.  The 
agency  believes  that  insufficient 
information  exists  to  determine  that 
general  controls  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device,  and  that  in 
sufficient  information  exists  to  establish 
a  performance  standard  for  this  device. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons  from  9  a.m.  to  4  p.m.. 
Monday  through  Friday. 

1.  “Summary  Report  on  Denture  Aids  and 
Plaque  Disclosants  Transferred  to  the  Bureau 
of  Medical  Devices"  by  the  OTC  Panel  on 
Dentifrices  and  Dental  Care  Agents,  1978, 

2.  “GRAS  (Generally  Recognized  as  Safe) 
Food  Ingredients — Cellulose  and 
Derivatives."  Prepared  for  the  Food  and  Drug 
Administration  by  Informatics.  Inc.,  National 
Technical  Information  Service,  U.S.  Dept,  of 
Commerce.  PB  221228, 1972  OTC  Vol.  080090. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
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published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3480,  to  read  as 
follows; 

§  872.3480  Polyacrylamide  polymer 
(modified  cationic)  denture  adhesive. 

(a)  Identification.  A  polyacrylamide 
polymer  (modified  cationic)  denture 
adhesive  is  a  device  composed  of 
polyacrylamide  polymer  (modified 
cationic]  to  be  applied  to  the  base  of  a 
denture  before  the  denture  is  Inserted  in 
a  patient’s  mouth.  The  device  is  used  to 
improve  denture  retention  and  comfort. 

(b)  Classification.  Class  III  (premarket 
approval). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday, 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  .Affairs. 

FR  Doc.  80-3965?  Filed  12-29-80;  8:43  amj 
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21  CFR  Part  872 

[Docket  No.  78N-2875] 

Medical  Devices;  Classification  of 
Polyvinylmethyiether  Maleic  Acid 
Calcium-Sodium  Double  Salt  Denture 
Adhesives 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 


SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  polyvinylmethyiether  maleic 
acid  calcium-sodium  double  salt  denture 
adhesive  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device  - 
Classification  Panel  that  the  device  be 
classified  into  class  I  (genera)  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 

The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  polyvinylmethyiether 
maleic  acid  calcium-sodium  double  salt 
denture  adhesives: 

1.  Identification:  A 
polyvinylmethyiether  maleic  acid 
calcium-sodium  double  salt  denture 
adhesive  is  a  device  composed  of 
polyvinylmethyiether  maleic  acid 
calcium-sodium  double  salt  that  is 
applied  io  the  base  of  a  denture  before 
the  denture  is  inserted  in  a  patient’s 
mouth.  The  device  is  used  to  improve 
denture  retention  and  comfort. 

2.  Recommendated  classification; 

Class  I  (general  controls).  The  Panel 
recommends  that  this  adhesive  be 
exempt  from  premarket  notification 
precedures  under  section  510(k)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(21  U.S.C.  360(k)),  records  and  reports 


requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  polyvinylmethyiether 
maleic  acid  calcium-sodium  double  salt 
denture  adhesives  be  classified  into 
class  I  because  the  Panel  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  bod^  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regidation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recomniendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with, 
polyvinylmethyiether  maleic  acid 
calcium-sodium  double  salt  denture 
adhesives  in  the  practice  of  dentistry. 

5.  Risks  to  health:  Patient  discomfort 
and  poor  dental  health:  If  the  adhesive 
fails  to  anchor  the  denture  in  its  proper 
position,  the  patient  may  experience 
discomfort  and  poor  dental  health. 

Proposed  ClassiHcation 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
polyvinylmethyiether  maleic  acid 
calcium-sodium  double  salt  denture 
adhesives  be  classified  into  class  II 
(performance  standards).  The  properties 
of  the  materials  used  to  form 
polyvinylmethyiether  maleic  acid 
calcium-sodium  double  salt  denture 
adhesives  depend  upon  the  proper 
composition  of  these  materials. 
Moreover,  polyvinylmethyiether  maleic 
acid  calcium-sodium  double  salt  denture 
adhesives  directly  contact  oral  tissues. 
Altering  the  composition  of  the 
materials  used  in  the  device  or 
contamination  of  the  materials  w'ith 
other  substances  may  cause  adverse 
tissue  reactions,  thus  placing  the  patient 
unnecessarily  at  risk.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
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device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

Because  the  agency  has  determined 
that  polyvinylmethylether  maleic  acid 
calcium-sodium  double  salt  denture 
adhesive  should  be  classified  into  class 
II  rather  than  class  I,  the  agency  is  not 
required  to  publish  a  regulation  adopting 
or  rejecting  the  Panel  recommendation 
that  this  device  be  exempt  from  the 
premarket  notification  procedures  under 
section  510(k],  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C,  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3490,  to  read  as 
follows: 

§  872.3490  Polyvinylmethylether  maleic 
acid  calcium-sodium  double  salt  denture 
adhesive. 

(a)  Identification.  A 
polyvinylmethylether  maleic  acid 
calcium-sodium  double  salt  denture 
adhesive  is  a  device  composed  of 
polyvinylmethylether  maleic  acid 
calcium-sodium  double  salt  that  is 
applied  to  the  base  of  a  denture  before 
the  denture  is  inserted  in  a  patient’s 
mouth.  The  device  is  used  to  improve 
denture  retention  and  comfort. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  wifi’  the  Hearing  Clerk  docket 


number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated;  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

IFR  Doc.  80-39858  Filed  12-29-80;  8.45  urn) 
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21  CFR  Part  872 

(Docket  No.  78N-2876] 

Medical  Devices;  Classification  of 
Polyvinylmethylether  Maleic 
Anhydride  (PVM-MA),  Acid  Copolymer 
and  Carboxymethylcellulose  Sodium 
(NACMC)  Denture  Adhesives 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 


summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  polyvinylmethylether  maleic 
anhydride  (PVM-MA),  acid  copolymer, 
and  carboxymethylcellulose  sodium 
(NACMC)  denture  adhesives  into  class 
111  (premarket  approval).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  111. 
The  effect  of  classifying  a  device  into 
class  III  is  to  require  each  manufacturer 
of  the  device  to  submit  to  FDA  a 
premarket  approval  application  at  a 
date  to  be  set  in  a  future  regulation. 

Each  premarket  approval  application 
would  include  information  concerning 
safety  and  effectiveness  tests  for  the 
device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. . 
DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
62.  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 


Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  ClassiHcation  Panel, 
and  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  polyvinylmethylether 
maleic  anhydride  (PVM-MA),  acid 
copolymer,  and  carboxymethylcellulose 
sodium  (NACMC)  denture  adhesives: 

1.  Identification:  A 

polyvinylmethylether  maleic  anhydride 
(PVM-MA),  acid  copolymer,  and 
carboxymethylcellulose  sodium 
(NACMC)  denture  adhesive  is  a  device 
composed  of  polyvinylmethylether 
maleic  anhydride,  acid  copolymer,  and 
carboxymethylcellulose  sodium  that  is 
applied  to  the  base  of  a  denture  before 
the  denture  is  inserted  in  a  patient’s 
mouth.  The  device  is  used  to  improve 
denture  retention  and  comfort. 

2.  Recommended  classification:  Class 
III  (premarket  approval).  The  Panel 
recommends  that  premarket  approval  of 
this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  polyvinylmethylether 
maleic  anhydride  (PVM-MA),  acid 
copolymer  and  carboxymethylcellulose 
sodium  (NACMC)  be  classified  into 
class  III  because  the  device  presents  a 
potential  unreasonable  risk  of  illness  or 
injury.  The  materials  used  in  the  device 
are  toxic  if  ingested;  the  possible  acidity 
of  the  device. may  also  cause  tissue 
burns.  The  Panel  believes  that  general 
controls  would  not  provide  sufficient 
control  over  this  characteristic.  The 
Panel  also  believes  that  sufficient  data 
do  not  exist  to  establish  an  adequate 
performance  standard  to  assure  the 
safety  and  effectivness  of  this  device. 
Therefore,  the  device  should  be  subject 
to  premarket  approval  to  assure  that 
manufacturers  demonstrate  satisfactory 
performance  of  the  device  and  thus, 
assure  its  safety  and  effectiveness. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  and 
on  a  report  of  the  Bureau  of  Drugs’  OTC 
Panel  on  Dentifrices  aqd  Dental  Care 
Agents.  The  report  states  that  sufficient 
data  are  not  available  to  demonstrate 
the  safety  and  effectiveness  of  a 
combination  of  PVM-MA  and  NACMC 
used  as  a  denture  adhesive.  (Ref.  1).  The 
Panel  also  based  its  recommendation  on 
a  publication  by  Blacow  (Ref.  2]  which 
states  that  the  pH  and  stability  of  the 
anhydride  and  diacid  forms  may  be 
hazardous  due  to  the  possible  presence 


Federal  Register  /  Vol.  45,  No.  251  /  Tuesday,  December  30,  1980  /  Proposed  Rules 


86015 


of  an  acid  pH  of  2  to  3,  which  can  burn 
the  tissues  in  the  mouth. 

5.  Risks  to  health;  (a)  Toxicity: 
Ingestion  of  the  materials  in  this  device 
may  cause  chronic  toxicity  to  users,  (b) 
Adverse  tissue  reaction:  If  the  materials 
in  the  device  are  not  biocompatible,  the 
patient  may  have  an  adverse  tissue 
reaction.  Acidity  of  the  adhesive  may 
burn  tissues  in  the  mouth. 

Proposed  ClassiRcation 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
polyvinylmethylether  maleic  anhydride 
(PVM-MA),  acid  copolymer,  and 
carboxymethylcellulose  sodium 
(NACMC)  denture  adhesives  be 
classified  into  class  III  (premarket 
approval).  The  agency  believes  the 
device  presents  a  potential 
unreasonable  risk  of  illness  or  injury 
because  the  materials  in  the  device  may 
cause  chronic  toxicity  or  oral  tissue 
bums,  and  because  there  is  a  lack  of 
information  to  determine  the  safety  and 
effectiveness  of  the  PVM-MA  and 
NACMC  combination  as  a  denture 
adhesive.  The  literature  confirms  that 
little  is  known  about  possible  effects  of 
long-term  use  of  this  material.  In 
addition,  the  device  Is  purported  or 
represented  for  a  use  (affixing  dentures 
to  the  gums]  that  is  of  substantial 
importance  in  preventing  impairment  of 
human  health.  The  agency  believes  that 
insufficient  information  exists  to 
determine  that  general  controls  would 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device 
and  that  insufRcient  information  exists 
to  establish  a  performance  standard  for 
this  device. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons  from  9  a.m.  to  4  p.m., 
Monday  through  Friday. 

1.  "Summary  Report  on  Denture  Aids  and 
Plaque  Disclosants  Transferred  to  the  Bureau 
of  Medical  Devices,”  by  the  OTC  Panel  on 
Dentifrices  and  Dental  Care  Agents,  1978. 

2.  Blacow,  N.  W.  (ed.),  “The  Extra  . 
Pharmacopeia,”  The  Pharmaceutical  Press, 
London,  pp.  1084-1085, 1972. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 


regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3500,  to  read  as 
follows: 

§  872.3500  Polyvinylmethylether  maleic 
anhydride  (PVM-MA),  acid  copolymer,  and 
carboxymethylcellulose  sodium  (NACMC) 
denture  adhesive. 

(a)  Identification. 

polyvinylmethylether  maleic  anhydride 
(PVM-MA),  acid  copolymer,  and 
carboxymethylcellulose  sodium 
(NACMC)  denture  adhesive  is  a  device 
composed  of  polyvinylmethylether 
maleic  anhydride,  acid  copolymer,  and 
carboxymethylcellulose  sodium  that  is 
applied  to  the  base  of  a  denture  before 
the  denture  is  inserted  in  a  patient’s 
mouth.  The  device  is  used  to  improve 
denture  retention  and  comfort. 

(b)  Classification.  Class  III  (premarket 
approval). 

Interested  persons,  may  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  56(X)  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Ooc.  80-39850  Filed  12-20-80;  B;45  am) 
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21  CFR  Part  872 

[Docket  No.  78N-2877] 

Medical  Devices;  Classification  of 
Polyvinylmethylether  Maleic  Acid 
Calcium-Sodium  Double  Salt  and 
Carboxymethylcellulose  Sodium 
Denture  Adhesives 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 


summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  polyvinylmethylether  maleic 
acid  calcium-sodium  double  salt  and 
carboxymethylcellulose  sodiiun  denture 
adhesives  into  class  11  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classiHed  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  i- 
62,  56(X)  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave,, 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION; 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  (^lassffication  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  polyvinylmethylether 
maleic  acid  calcium-sodium  double  salt 
and  carboxymethylcellulose  sodium 
denture  adhesives 

1.  Identification:  A 
polyvinylmethylether  maleic  acid 
calcium-sodium  double  salt  and 
carboxymethylcellulose  sodium  denture 
adhesives  is  a  device  composed  of 
polyvinylmethylether  maleic  acid 
calcium-sodium  double  salt  and 
carboxymethylcellulose  sodium  that  is 
applied  to  the  base  of  a  denture  before 
the  denture  is  inserted  into  a  patient’s 
mouth.  The  device  is  used  to  improve 
denture  retention  and  comfort. 

2.  Recommended  classification:  Class 
1  (general  controls).  The  Panel 
recommends  that  this  adhesive  be 
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exempt  from  premarket  notification 
procedures  under  section  510(k)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(21  U.S.C.  360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  polyvinylmethylether 
maleic  acid  calcium-sodium  double  salt 
and  carboxymethylcellulose  sodium 
denture  adhesives  be  classified  into 
class  I  because  the  Panel  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  it  is  a  simple  device 
that  presents  no  undue  risks  to  health 
when  used  in  a  normal  manner  and  for 
the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of.  and 
clinical  experience  with, 
polyvinylmethylether  maleic  acid 
calcium-sodium  double  salt  and 
carboxymethylcellulose  sodium  denture 
adhesives  in  the  practice  of  dentistry. 

5.  Risks  to  health:  Patient  discomfort 
and  poor  dental  health:  If  the  adhesive 
fails  to  anchor  the  denture  in  its  proper 
position,  the  patient  may  experience 
discomfort  and  poor  dental  health. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
polyvinylmethylether  maleic  acid 
calcium-sodium  double  salt  and 
carboxymethylcellulose  sodium  denture 
adhesives  be  classified  into  class  11 
(performance  standards).  The  properties 
of  the  materials  used  to  form 
polyvinylmethylether  maleic  acid 
calcium-sodium  double  salt  and 
carboxymethylcellulose  sodium  denture 
adhesives  depend  upon  the  proper 
composition  of  these  materials. 
Polyvinylmethylether  maleic  acid 
calcium-sodium  double  salt  and 
carboxymethylcellulose  denture 
adhesives  also  directly  contact  oral 
tissues.  Altering  the  composition  of  the 
materials  used  in  the  device  or 
contamination  of  the  materials  with 
other  substances  may  cause  adverse 
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tissue  reactions,  thus  placing  the  patient 
unnecessarily  at  risk.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

Because  the  agency  has  determined 
that  polyvinylmethylether  maleic  acid 
calcium-sodium  double  salt  and 
carboxymethylcellulose  sodium  denture 
adhesives  should  be  classified  into  class 
II  rather  than  class  I,  the  agency  is  not 
required  to  publish  a  regulation  adopting 
or  rejecting  the  Panel  recommendation 
that  this  device  be  exempt  from  the 
premarket  notification  procedures  under 
section  510(k),  the  records  and  reports 
requirements  imder  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Renter. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C,  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3510,  to  read  as 
follows: 

§  872.3510  Polyvinylmethylether  maleic 
acid  calcium-sodium  double  salt  and 
carboxymethylcellulose  sodium  denture 
adhesive. 

(a)  Identification.  A 
polyvinylmethylether  maleic  acid 
calcium-sodium  double  salt  and 
carboxymethylcellulose  sodium  denture 
adhesive  is  a  device  composed  of 
polyvinylmethylether  maleic  acid 
calcium-sodium  double  salt  and 
carboxymethylcellulose  sodium  that  is 
applied  to  the  base  of  a  denture  before 
the  denture  is  inserted  into  a  patient’s 
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mouth.  The  device  is  used  to  improve 
denture  retention  and  comfort. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2. 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  arc  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  writh  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday, 

Dated;  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(Ht  Doc.  80-39860  Filed  12-29-80:  8:45  amj 
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21  CFR  Part  872 

[Docket  No.  78N-2878] 

Medical  Devices;  Classification  of  OTC 
Denture  Cleansers 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug  ^ 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  OTC  denture  cleansers  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  i- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857, 
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FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
and  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  OTC  denture  cleansers: 

1.  Identification:  An  OTC  denture 
cleanser  is  a  device  that  consists  of 
material  in  the  form  of  a  powder,  tablet, 
or  paste,  that  is  used  to  remove  deliris 
from  removable  prosthetic  dental 
appliances,  such  as  bridges  or  dentures. 
The  dental  appliance  is  removed  from 
the  patient’s  mouth  when  the  appliance 
is  cleaned. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  OTC  denture 
cleansers  be  exempt  from  premarket 
notification  under  section  510(k)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(21  U.S.C.  360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  OTC  denture 
cleansers  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  Panel  believes  that 
manufacturers  of  this  device  should  not 
be  required  to  comply  with  premarket 
notification  procedures,  records  and 
reports  requirements,  and  the  good 
manufacturing  practice  regulation 
because  this  is  a  simple  device  that 
presents  no  undue  risks  to  health  when 
used  in  a  normal  manner  and  for  the 
purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  denture 
cleansers  in  the  practice  of  dentistry. 

5.  Risks  to  health:  Oral  tissue  damage: 
Denture  cleanser  residue  remaining  on 
dentures  may  burn  oral  tissues. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 


OTC  denture  cleansers  be  classified  into 
class  II  (performance  standards). 
Residues  of  the  cleansers  that  may 
remain  on  the  dentures  have  the 
potential  for  burning  oral  tissues.  Porous 
dental  plaque  frequently  accumulates  on 
dentures,  preventing  the  complete 
removal,  by  rinsing,  of  denture  cleansers 
from  denture  surfaces.  Performance 
standards  for  denture  cleansers  would 
control  the  cleanser  formulations  to 
assure  that  expected  low  levels  of 
cleanser  residues  would  not  harm  users. 
The  agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risk  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  OTC  denture  cleansers  should  be 
classified  into  class  II  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  premarket 
notification  procedures  under  section 
510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  a  list  of  their  new 
names  may  be  found  in  the  preamble  to 
the  general  provisions,  published 
elsewhere  in  this  issue  of  the  Federal 
Register.. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3520,  to  read  as 
follows: 

§  872.3520  OTC  denture  cleanser. 

(a)  Identification.  An  OTC  denture 
cleanser  is  a  device  that  cxHisists  of 
material  in  the  form  of  a  powder,  tablet, 
or  paste  that  is  used  to  rnnove  debris 


from  removable  prosthetic  dental 
appliances,  such  as  bridges  or  dentures. 
The  dental  appliance  is  removed  from 
the  patient’s  mouth  when  the  applicance 
is  cleaned. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  f fairs. 

(FR  Doc.  80-39B61  Filed  12-29-80;  8:45  am) 

BILLING  CODE  4110-03-M 

21  CFR  »>art  872 
[Docket  No.  78N-28791 

Medical  Devices;  Classification  of 
Mechanical  Denture  Cleaners 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  mechanical  denture  cleaners 
into  class  II  (performance  standards). 
FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be. 
classified  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
OATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-306), 
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Food  and  Drug  Administration.  Rm.  4- 
62.  5600  Fishers  Lane.  Rockville.  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring.  MD  20910.  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  mechanical  denture 
cleaners: 

1.  Identification:  A  mechanical 
denture  cleaner  is  an  AC-powered 
denture  cleaning  device  that 
mechanically  agitates  the  denture 
cleansing  solution. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  mechanical  denture 
cleaners  be  exempt  from  premarket 
notification  procedures  under  section 
510(k]  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  360(k)),  records 
and  reports  requirements  under  section 
519  of  the  act  (21  U.S.C.  360i).  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  mechanical  denture 
cleaners  be  classified  into  class  I 
(general  controls)  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  Panel  believes  that 
manufacturers  of  this  device  should  not 
be  required  to  comply  with  premarket 
notification  procedures,  records  and 
reports  requirements,  and  the  good 
manufacturing  practice  regulation 
because  this  is  a  simple  device  that 
presents  no  undue  risks  to  hqalth  when 
used  in  a  normal  manner  and  for  the 
purposes  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  mechanical 
denture  cleaners  in  the  practice  of 
dentistry. 

5.  Risks  to  health:  Pacemaker 
interference:  Operation  of  mechanical 
denture  cleaners  may  cause  interference 
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with  the  proper  function  of  a  heart 
pacemaker. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
mechanical  denture  cleaners  be 
classified  into  class  II  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  This 
AC-powered  device  may  interfere  with 
the  proper  function  of  a  heart 
pacemaker.  In  addition,  leakage  current 
or  a  malfunction  of  the  device  could 
result  in  an  electrical  shock.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  mechanical  denture  cleaners  should 
be  classified  into  class  II  rather  than 
class  I,  the  agency  is  not  required  to 
publish  a  regulation  adopting  or 
rejecting  the  Panel  recommendation  that 
this  device  be  exempt  from  the 
premarket  notification  procedures  under 
section  510(k),  the  records  and  reports 
requirements  under  section  519  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28. 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3530,  to  read  as 
follows: 

§  872.3530  Mechanical  denture  cleaner. 

(a)  Identification.  A  mechanical 
denture  cleaner  is  an  AC-powered 
denture  cleaning  device  that 
mechanically  agitates  the  denture 
cleansing  solution. 
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(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2. 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19. 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f fairs. 

|FR  Uuc.  60-39862  Filed  12-20-80:  8:45  am) 
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21  CFR  Part  872 
(Docket  No.  78N-2880I 

Medical  Devices;  Classification  of 
Over-the-Counter  (OTC)  Denture 
Cushions 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  over-the-counter  (OTC) 
denture  cushions  into  class  III 
(premarket  approval).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  III. 

The  effect  of  classifying  a  device  into 
class  III  is  to  require  each  manufacturer 
of  the  device  to  submit  to  FDA  a 
premarket  approval  application  at  a 
date  to  be  set  in  a  future  regulation. 

Each  premarket  approval  application 
would  include  information  concerning 
safety  and  effectiveness  tests  for  the 
device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Room  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 
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FOR  FURTHER  INFORMATION  CONTACr. 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
and  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  over-the-counter  (OTC) 
denture  cushions. 

1.  Identification:  An  over-the-counter 
(OTC)  denture  cushion  is  a 
prefabricated  or  noncustom  made 
device  consisting  of  a  material,  such  as 
wax  or  cotton  fibers,  that  is  intended  to 
be  applied  to  the  entire  base  or  inner 
surface  of  a  denture  before  the  denture 
is  inserted  in  a  patient’s  mouth.  The 
device  is  used  to  improve  temporarily 
the  fit  of  a  loose  or  uncomfortable 
denture  and  can  be  purchased  over-the- 
counter. 

2.  Recommended  classification:  Class 
III  {premarket  approval).  The  Panel 
recommends  that  premarket  approval  of 
this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
over-the-counter  (OTC)  denture  cushions  be 
classified  into  class  III  because  the  device 
presents  a  potential  unreasonable  risk  of 
illness  or  injury.  Use  of  the  device  may  cause 
an  improper  vertical  dimension  of  a  denture 
which  may  result  in  increased  occlusal 
(biting)  forces  and  lead  to  bone  loss  through 
resorption  (degeneration  of  the  bone  through 
gradual  dissolution).  The  Panel  also  believes 
that  long-term  irritation  of  oral  tissue  caused 
by  incorrect  vertical  dimension  could  cause 
the  formation  of  carcinomas.  The  Panel 
believes  that  general  controls  would  not 
provide  sufficient  control  over  this 
characteristic.  The  Panel  also  believes  that 
sufficient  data  do  not  exist  to  establish  an 
adequate  performance  standard  to  assure  the 
safety  and  effectiveness  of  this  device 
because  satisfactory  performance  has  never 
been  demonstrated.  Therefore,  the  device 
should  be  subject  to  premarket  approval  to 
assure  that  manufacturers  demonstrate 
satisfactory  performance  of  the  device  and 
thus  assure  its  safety  and  effectiveness. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
member’s  personal  knowledge  of,  and 
clinical  experience  with,  the  device.  The 
Panel  also  based  its  recommendation  on 
statements  by  representatives  of  the 
Bureau  of  Drugs  that  further  studies  are 
necessary  to  determine  the  safety  and 
effectiveness  of  this  device  (Ref.  7). 

5.  Risks  to  health:  (a)  Bone 
degeneration:  Use  of  the  device  may 


cause  alteration  in  the  vertical 
dimension  of  a  denture,  resulting  in  * 
bone  degeneration  in  the  upper  and 
lower  jaw.  (b)  Carcinomas:  Long-term 
irritation  of  oral  tissues  caused  by 
incorrect  vertical  dimension  may  cause 
formation  of  carcinomas. 

Proposed  ClassiHcation 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
over-.the-counter  (OTC)  denture 
cushions  be  classified  into  class  III 
(premarket  approval).  The  agency 
believes  that  the  device  presents  a 
potential  unreasonble  risk  of  illness  or 
injury  because  the  device  may  cause  a 
change  in  the  vertical  dimension  of  the 
denture  resulting  in  bone  loss.  In 
addition  long  term  irritation  of  oral 
tissue  caused  by  incorrect  vertical 
dimension  may  cause  the  formation  of 
carcinomas.  The  agency  believes  that 
insufficient  information  exists  to 
determine  that  general  controls  would 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device 
and  that  insufficient  information  exists 
to  establish  a  performance  standard  for 
this  device. 

Reference 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons  from  9  a.m.  to  4  p.m., 
Monday  through  Friday. 

1.  ‘‘Summary  Report  on  Denture  Aids  and 
Plaque  Disclosants  Transferred  to  the  Bureau 
of  Medical  Devices,"  by  the  OTC  Panel  on 
Dentifrices  and  Dental  Care  Agents,  May  22. 
1978. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1).  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3540.  to  read  as 
follows: 


§  872.3540  Over-the-counter  (OTC) 
denture  cushion. 

(a)  Identification.  An  over-the-counter 
(OTC)  denture  cushion  is  a 
prefabricated  or  noncustom  made 
device  consisting  of  a  material,  such  as 
wax  or  cotton  fibers,  that  is  intended  to 
be  applied  to  the  entire  base  or  inner 
surface  of  a  denture  before  the  denture 
is  inserted  in  the  patient’s  mouth.  The 
device  is  used  to  improve  temporarily 
the  fit  of  a  loose  or  uncomfortable 
denture  and  can  be  purchased  over-the- 
counter. 

(b)  Classification.  Class  III  (premarket 
approval). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 


Medical  Devices;  Classification  of 
Over-the-Counter  (OTC)  Denture  Pads 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  over-the-counter  (OTC) 
denture  pads  into  class  III  (premarket 
approval).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  III.  The  effect  of 
classifying  a  device  into  class  III  is  to 
require  each  manufacturer  of  the  device 
to  submit  to  FDA  a  premarket  approval 
application  at  a  date  to  be  set  in  a  future 
regulation.  Each  premarket  approval 
application  would  include  information 
concerning  safety  and  effectiveness 
tests  for  the  device.  After  considering 
public  comments,  FDA  will  issue  a  final 
regulation  classifying  the  de\ice.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 


Dated:  November  19. 1980. 
William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f fairs. 
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dates:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  {HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62.  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  {HFK-460),  Food  and  Drug 
Administration,  Silver  Spring,  MD  20910, 
301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  over-the-counter  (OTC) 
denture  pads: 

1.  Identification:  An  over-the-counter 
(OTC)  denture  pad  is  a  prefabricated  or 
noncustom-made  device  consisting  of  a 
material,  such  as  wax  or  cotton  fibers, 
that  is  intended  to  be  applied  to  a 
portion  of  the  base  or  inner  surface  of  a 
denture  before  the  denture  is  inserted  in 
a  patient's  mouth.  The  device  is  used  to 
soothe  temporarily  sore  areas  of  the 
gums  caused  by  an  improperly  fitting 
denture  and  can  be  purchased  over-the- 
counter. 

2.  Recommended  classification:  Class 
III  (premarket  approval).  The  Panel 
recommends  that  premarket  approval  of 
this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  over-the-counter 
(OTC)  denture  pads  be  classified  into 
class  III  because  the  device  presents  a 
potential  unreasonable  risk  of  illness  or 
injury.  Use  of  the  device  may  cause  an 
improper  vertical  dimension  of  the 
denture  which  may  result  in  increased 
occlusal  (biting)  forces  and  lead  to  bone 
loss  through  resorption  (degeneration  of 
the  bone  through  gradual  dissolution). 
The  Panel  also  believes  that  long-term 
irritation  of  oral  tissue  caused  by 
incorrect  vertical  dimension  could  cause 
formation  of  carcinomas.  The  Panel 
believes  that  general  controls  would  not 
provide  sufficient  control  over  this 
characteristic.  The  Panel  believes  that 
sufficient  data  do  not  exist  to  establish 
an  adequate  performance  standard  to 
assure  the  safety  and  effectiveness  of 
this  device  because  satisfactory 
performance  has  never  been 
demonstrated.  Therefore,  the  device 


should  be  subject  to  premarket  approval 
to  assure  that  manufacturers 
demonstrate  satisfactory  performance  of 
the  device  and  thus  assure  its  safety  and 
effectiveness, 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device.  The 
Panel  also  based  its  recommendation  on 
statements  by  representatives  of  the 
Bureau  of  Drugs  that  further  studies  are 
necessary  to  determine  the  safety  and 
effectiveness  of  this  device  (Ref.  1). 

5.  Risks  to  Health:  (a)  Bone 
degeneration:  Use  of  the  device  may 
cause  alteration  in  the  vertical 
dimension  of  a  denture  and  result  in 
bone  degeneration  in  the  upper  and 
lower  jaw.  (b)  Carcinomas:  Long-term 
irritation  of  oral  tissues  caused  by 
incorrect  vertical  dimension  may  cause 
formation  of  carcinomas. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
over-the-counter  (OTC)  denture  pads  be 
classified  into  class  III  (premarket 
approval).  The  agency  believes  that  the 
device  presents  a  potential 
unreasonable  risk  of  illness  or  injury 
because  the  device  may  cause  a  change 
in  the  vertical  dimension  of  the  jaw, 
resulting  in  bone  loss.  In  addition,  long¬ 
term  irritation  of  oral  tissue  caused  by 
incorrect  vertical  dimension  may  cause 
the  formation  of  carcinomas.  The  agency 
believes  that  insufficient  information 
exists  to  determine  that  general  controls 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device  and  that  insufficient  information 
exists  to  establish  a  performance 
standard  for  this  device. 

Reference 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons  from  9  a.m.  to  4  p.m., 
Monday  through  Friday. 

1.  “Summary  Report  on  Denture  Aids  and 
Plaque  Disclosants  Transferred  to  the  Bureau 
of  Medical  Devices,"  by  the  OTC  Panel  on 
Dentifrices  and  Dental  Care  Agents.  1978. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666.  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 


former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  ' 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3550,  to  read  as 
follows: 

§  872.3550  Over-the-counter  (OTC) 
denture  pad. 

(a)  Identification.  An  over-the-counter 
(OTC)  denture  pad  is  a  prefabricated  or 
noncustom-made  device  consisting  of  a 
material,  such  as  wax  or  cotton  fibers, 
that  is  intended  to  be  applied  to  a 
portion  of  the  base  or  inner  surface  of  a 
denture  before  the  denture  is  inserted  in 
a  patient’s  mouth.  The  device  is  used  to 
soothe  temporarily  sore  areas  of  the 
gums  caused  by  an  improperly  fitting 
denture  and  can  be  purchased  over-the- 
counter. 

(b)  Classification.  Class  III  (premarket 
approval). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  betw'een 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 
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denture  reliners  into  class  III  (premarket 
approval).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  III.  The  effect  of 
classifying  a  device  into  class  111  is  to 
require  each  manufacuter  pf  the  device 
to  submit  to  FDA  a  premarket  approval 
application  at  a  date  to  be  set  in  a  future 
regulation.  Each  premarket  approval 
application  would  include  information 
concerning  safety  and  effectiveness 
tests  for  the  device.  After  considering 
public  comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
dates:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  {HFA-305), 
Food  and  Drug  Administration,  Room  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857 

FOR  FURTHER  iNFORMATiON  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATiON: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
and  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  over-the-counter  (OTC) 
denture  reliners: 

1.  Identification:  An  over-the-counter 
(OTC)  denture  reliner  is  a  device 
consisting  of  a  material,  such  as  plastic 
resin,  that  is  intended  to  be  applied  as  a 
permanent  coating  or  lining  on  the  base 
or  tissue-contacting  surface  of  a  denture. 
The  device  is  used  to  replace  a  worn 
denture  lining  and  can  be  purchased 
over-the-counter. 

2.  Recommended  classification:  Class 
III  (premarket  approval).  The  Panel 
recommends  that  the  preniarket 
approval  of  this  device  be  a  high 
priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  over-the-counter 
(OTC)  denture  reliners  be  classified  into 
class  III  because  the  device  presents  a 
potential  unreasonable  risk  of  illness  or 
injury.  Use  of  the  device  may  cause  an 
improper  vertical  dimension  of  the 
denture  which  may  result  in  increased 
occlusal  (biting)  forces  and  lead  to  bone 


loss  through  resorption  (degeneration  of 
the  bone  through  gradual  dissolution). 
The  Panel  also  believes  that  long-term 
irritation  of  oral  tissue  caused  by 
incorrect  vertical  dimension  could  cause 
formation  of  carcinomas.  The  Panel 
believes  that  general  controls  would  not 
pvovide  sufficient  control  over  this 
characteristic.The  Panel  believes  that 
sufficient  data  do  not  exist  to  establish 
an  adequate  performance  standard  to 
assure  the  safety  and  effectiveness  of 
this  device  because  satisfactory 
performance  has  never  been 
demonstrated.  Therefore,  the  device 
sTiould  be  subject  to  premarket  approval 
to  assure  that  manufacturers 
demonstrate  satisfactory  performance  of 
the  device  and  thus  assure  its  safety  and 
effectiveness. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry.  The  Panel  also 
based  its  recommendation  on 
statements  by  representatives  of  the 
Bureau  of  Drugs  that  further  studies  are 
necessary  to  determine  the  safety  and 
effectiveness  of  this  device  (Ref.  1). 

5.  Risks  to  health:  (a)  Bone 
degeneration:  Use  of  the  device  may 
cause  an  alteration  in  the  vertical 
dimension  of  the  denture  and  result  in 
bone  degeneration  in  the  upper  and 
lower  jaw.  (b)  Carcinomas:  Longterm 
irritation  of  oral  tissues  caused  by 
incorrect  vertical  dimension  may  cause 
formation  of  carcinomas. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
over-the-counter  (OTC)  denture  reliners 
be  classified  into  class  III  (premarket 
approval).  The  agency  believes  that  the 
device  presents  a  potential 
unreasonable  risk  of  illness  or  injury 
because  the  device  may  cause  a  change 
in  the  vertical  dimension  of  the  jaw, 
resulting  in  bone  loss.  In  addition,  long¬ 
term  irritation  of  oral  tissues  caused  by 
incorrect  vertical  dimension  may  cause 
formation  of  carcinomas.  The  agency 
believes  that  insufficient  information 
exists  to  determine  that  general  controls 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device  and  that  insufficient  information 
exists  to  establish  a  performance 
standard  for  this  device. 

Reference 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons  from  9  a.m.  to  4  p.m., 
Monday  through  Friday. 


1.  “Summary  Report  on  Denture  Aids  and 
Plaque  Disclosants  Transferred  to  the  Bureau 
of  Medical  Devices,"  by  the  OTC  Panel  on 
Dentifrices  and  Dental  Care  Agents,  1978. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure,  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3560,  to  read  as 
follows: 

§  872.3560  Over-the-counter  (OTC) 
denture  reliner. 

(a)  Identification.  An  over-the-counter 
(OTC)  denture  reliner  is  a  device 
consisting  of  a  material  such  as  plastic 
resin,  that  is  intended  to  be  applied  as  a 
permanent  coating  or  lining  on  the  base 
or  tissue-contacting  surface  of  a  denture. 
The  device  is  used  to  replace  a  worn 
denture  lining  and  can  be  purchased 
over-the-counter. 

(b)  Classification.  Class  111  (premarket 
approval). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm,  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  .‘\ssociate  Commissioner  for 
Regulatory  .Affairs. 
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21  CFR  Part  872 

I  Docket  No.  78N-2883] 

Medical  Devices;  Classification  of 
Over-the-Counter  (OTC)  Denture 
Repair  Kits 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  over-the-counter  (OTC) 
denture  repair  kits  into  class  III 
(premarket  approval).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  III. 

The  effect  of  classifying  a  device  into 
class  III  is  to  require  each  manufacturer 
of  the  device  to  submit  to  FDA  a 
premarket  approval  application  at  a 
date  to  be  set  in  a  future  regulation. 

Each  premarket  approval  application 
would  include  information  concerning 
safety  and  effectiveness  tests  for  the 
device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
62.  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Aministration,  8757  Georgia  Ave.,  Silver 
Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  over-the-counter  (OTC) 
denture  repair  kits: 

1.  Identification;  An  over-the-counter 
(OTC)  denture  repair  kit  is  a  device 
consisting  of  material,  such  as  a  resin 
monomer  system  of  powder  and  liquid 
glues,  that  is  intended  to  be  applied 
permanently  to  a  denture  to  mend 
cracks  or  breaks.  The  device  can  be 
purchased  over-the-counter. 


2.  Recommended  classification:  Class 
III  (premarket  approval).  The  Panel 
recommends  that  premarket  approval  of 
this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  over-the-counter 
(OTC)  denture  repair  kits  be  classified 
into  class  III  because  the  device 
presents  a  potential  unreasonable  risk  of 
illness  or  injury.  If  the  repaired  denture 
does  not  have  the  same  characteristics 
and  fit  as  the  original  denture,  the 
repaired  depture  may  cause  a  change  in 
the  vertical  dimension  of  the  denture 
which  may  result  in  increased  occlusal 
(biting)  forces  and  lead  to  bone  loss 
through  resorption  (degeneration  of  the 
bone  through  gradual  dissolution).  The 
Panel  also  believes  that  long-term 
irritation  of  oral  tissue  caused  by 
incorrect  vertical  dimension  could  cause 
formation  of  carcinomas.  The  Panel 
believes  that  general  controls  would  not 
provide  sufficient  control  over  these 
characteristics.  The  Panel  believes  that 
sufficient  data  do  not  exist  to  establish 
an  adequate  performance  standard  to 
assure  the  safety  and  effectiveness  of 
this  device  because  satisfactory 
performance  has  never  been 
demonstrated.  Therefore,  the  device 
should  be  subject  to  premarket  approval 
to  assure  that  manufacturers 
demonstrate  satisfactory  performance  of 
the  device  and  thus  assure  its  safety  and 
effectiveness. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the 
potential  hazards  associated  with  the 
inherent  properties  of  this  device  and  on 
the  Panel  members’  personal  knowledge 
of.  and  clinical  experience  with,  the 
device  in  the  practice  of  dentistry.  The 
Panel  also  based  its  recommendation  on 
statements  by  representatives  of  the 
Bureau  of  Drugs  that  further  studies  are 
necessary  to  determine  the  safety  and 
effectiveness  of  this  device  (Ref.  1). 

5.  Risks  to  health:  Bone  degeneration: 
If  the  repaired  denture  does  not  have  the 
same  characteristics  and  fit  as  the 
original  denture,  the  repaired  denture 
may  cause  alteration  of  the  vertical 
dimension  of  the  patient’s  jaw  and  lead 
to  bone  degeneration  in  the  jaws,  (b) 
Carcinomas:  Long  term  irritation  of  oral 
tissue  caused  by  incorrect  vertical 
dimension  may  cause  formation  of 
carcinomas. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
over-the-counter  (OTC)  denture  repair 
kits  be  classified  into  class  III 
(premarket  approval).  The  agency 
believes  that  the  device  presents  a 


potential  unreasonable  risk  of  illness  or 
injury  because  the  device  may  cause  a 
change  in  the  vertical  dimension  of  the 
jaw,  resulting  in  bone  loss.  In  addition, 
long  term  irritation  of  oral  tissue  caused 
by  incorrect  vertical  dimension  may 
cause  the  formation  of  carcinomas.  The 
agency  believes  that  insufficient 
information  exists  to  determine  that 
general  controls  would  provide 
reasonabie  assurance  of  the  safety  and 
effectiveness  of  the  device*and  that 
insufficient  information  exists  to 
establish  a  performance  standard  to 
provide  this  assurance. 

Reference 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons  from  9  a.m.  to  4  p.m., 
Monday  through  Friday. 

1.  “Summary  Report  on  Denture  Aids  and 
Plaque  Disclosants  Transferred  to  the  Bureau 
of  Medical  Devices,”  by  the  OTC  Panel  on 
Dentifrices  and  Dental  Care  Agents,  1978. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
propos'es  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3570,  to  read  as 
follows: 

§  872.3570  Over-the-counter  (OTC) 
denture  repair  kit. 

(a)  Identification.  An  over-the-counter 
(OTC)  denture  repair  kit  is  a  device 
consisting  of  a  material,  such  as  a  resin 
monomer  system  of  powder  and  liquid 
glues,  that  is  intended  to  be  applied  . 
permenently  to  a  denture  to  mend 
cracks  or  breaks.  The  device  can  be 
purchased  over-the-counter. 

(b)  Classification.  Class  III  (premarket 
approval). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
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Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  /fairs. 

IKR  Doc.  3986«  Filed  12-29-1)0;  8:45  atn| 
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21  CFR  Part  872 

[Docket  No.  78N-2884] 

Medical  Devices;  Classification  of 
Preformed  Gold  Denture  Teeth 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  preformed  gold  denture  teeth 
into  class  II  (performance  standards). 
FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 

DATES:  Comments  by  March  2. 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Room  4- 
o2,  5600  Fishers  Lane.  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring.  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 


Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
and  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  preformed  gold  denture 
teeth: 

1.  Identification:  A  preformed  gold 
denture  tooth  is  a  device  composed 
principally  of  gold  metal  and  containing 
other  metals,  that  is  used  as  a  tooth  or  a 
portion  of  a  tooth  in  a  fixed  or 
removable  partial  denture. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  preformed  gold 
denture  teeth  be  exempt  from  premarket 
notification  procedures  under  section 
510(k)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  360(k)),  records 
and  reports  requirements  under  section 
519  of  the  act  (21  U.S.C.  360i),  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  prefabricated  gold 
denture  teeth  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  preformed  gold 
denture  teeth  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
preformed  gold  denture  teeth  be 
classified  into  class  II  (performance 
standards).  The  properties  of  the 
materials  used  to  form  preformed  gold 
denture  teeth  depend  upon  the  correct 
composition  of  these  materials. 
Moreover,  preformed  gold  denture  teeth 
directly  contact  oral  tissues.  Altering  the 


composition  of  the  materials  used  in  the 
device  or  contaminaton  of  the  materials 
with  other  substances  may  cause 
adverse  tissue  reactions,  thus  placing 
the  patient  unnecessarily  at  risk.  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  preformed  gold  denture  teeth 
should  be  classified  into  class  II  rather 
than  class  I,  the  agency  is  not  required 
to  publish  a  regulation  adopting  or 
rejecting  the  Panel  recommendation  that 
this  device  be  exempt  from  the 
premarket  notification  procedures  under 
section  510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  ohanges  m 
the  Federal  Register  of  May  19, 19F8  (43 
FR  21666,  21667,  and  21968)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3580,  to  read  as 
follows: 

§  872.3580  Preformed  gold  denture  tooth. 

(a)  Identification.  A  preformed  gold 
denture  tooth  is  a  device  composed 
principally  of  gold  metal  and  containing 
other  metals,  that  is  used  as  a  tooth  or  a 
portion  of  a  tooth  in  a  fixed  or 
removable  partial  denture. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
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comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

|FR  Doc.  eo-39867  Filed  12-29-8a  8:45  am| 
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21  CFR  Part  872 

(Docket  No.  78N-2885] 

Medical  Devices;  Ciassification  of 
Preformed  Plastic  Denture  Teeth 

AGENCY:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  preformed  plastic  denture 
teeth  into  class  II  (performance 
standaids).  FDA  is  also  publishing  the 
recotnnendation  of  the  Dental  Device 
Classfflcation  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305)r 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville.  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel. 


an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  preformed  plastic 
denture  teeth; 

1.  Identification:  A  preformed  plastic 
denture  tooth  is  a  prefabricated  device 
composed  of  materials,  such  as  methyl 
methacrylate,  that  is  used  as  a  tooth  in  a 
denture. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  plastic  denture  teeth 
be  classified  into  class  II  because  the 
materials  used  in  the  device  that  contact 
the  body  should  meet  a  generally 
accepted  satisfactory  level  of  tissue 
compatibility.  The  Panel  believes  that 
general  controls  alone  would  not 
provide  sufficient  control  over  this 
characteristic.  The  Panel  believes  that  a 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members'  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  Adverse  tissue 
reaction:  If  the  materials  in  the  device 
are  not  biocompatible,  the  patient  may 
have  an  adverse  tissue  reaction. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
preformed  plastic  denture  teeth  be 
classified  into  class  II  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  abd  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 


regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  StaL  1055,  90  Stat.  540-546  (21 
U.S.C,  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3590,  to  read  as 
follows: 

§  872.3590  Preformed  plastic  denture 
teeth. 

(a)  Identification.  A  preformed  plastic 
denture  tooth  is  a  prefabricated  device 
composed  of  materials,  such  as  methyl 
methacrylate,  that  is  used  as  a  tooth  in  a 
denture. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

IFR  Doc.  6(1-39868  Filed  12-29-80;  6:45  am] 
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21  CFR  Part  872 

[Docket  No.  78N-2886] 

Medical  Devices;  Classification  of 
Partially  Fabricated  Denture  Kits 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule, 

SUMMARY:  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  partially  fabricated  denture 
kits  into  class  III  (premarket  approval). 
FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  III.  The  effect  of 
classifying  a  device  into  class  111  is  to 
require  each  manufacturer  of  the  device 
to  submit  to  FDA  a  premarket  approval 
application  at  a  date  to  be  set  in  a  future 
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regulation.  Each  premarket  approval 
application  would  include  information 
concerning  safety  and  effectiveness 
tests  for  the  device.  After  considering 
public  comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62.  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring.  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  ClassiHcation  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  partially  fabricated 
denture  kits: 

1.  Identification:  A  partially  fabricated 
denture  kit  is  a  device,  composed  of 
connected  preformed  teeth,  that  is  used 
in  the  construction  of  dentures.  A 
denture  base  is  constructed,  using  the 
patient’s  mouth  as  the  mold,  by  partially 
polymerizing  the  resin  denture  base 
materials  while  the  materials  are  in 
contact  with  the  oral  tissues.  After  the 
denture  base  is  constructed,  the 
connected  preformed  teeth  are  inserted 
into  the  base. 

2.  Recommended  classification:  Class 
III  {premarket  approval).  The  Panel 
recommends  that  premarket  approval  of 
this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  partially  fabricated 
denture  kits  be  classified  into  class  III 
because  the  device  presents  a  potential 
unreasonable  risk  of  illness  or  injury. 
Failure  of  the  device  to  reproduce 
accurately  the  physiological  dimensions 
of  the  mouth  may  cause  dysfunction  of 
the  jaw. 

In  addition,  the  necessity  of  partial 
polymerization'of  the  materials  used  in 
the  device  while  these  materials  are  in 
contact  with  oral  tissue  may  cause 
unnecessary  tissue  irritation  and 
damage.  The  Panel  believes  that  use  of 
this  device  involves  a  questionable 


technique  that  omits  a  number  of 
generally  accepted  steps  in  the 
fabrication  of  denture  prostheses.  The 
Panel  believes  that  general  controls 
would  not  provide  sufficient  control 
over  these  characteristics.  The  Panel 
also  believes  that  sufficient  data  does 
not  exist  to  establish  an  adequate 
performance  standard  to  assure  the 
safety  and  effectiveness  of  this  device 
because  satisfactory  performance  has 
never  been  demonstrated.  Therefore, 
premarket  approval  is  necessary'  for  this 
device.  The  Panel  further  recommends 
that  use  of  this  device  be  reserved  for 
emergency  situations  until  a 
conventional  denture  can  be  made. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  of  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry.  The  Panel 
members  believe  that  ^e  absence  of  a 
generally  accepted  denture  construction 
procedure  using  this  device  produces  a 
denture  that  is  not  as  safe  and  effective 
as  a  prosthesis  constructed  in  a 
conventional  manner. 

5.  Risks  to  health:  (a)  Jaw  joint 
dysfunction:  Jaw  joint  dysfunction  may 
result  from  inaccurate  reproduction  of 
the  physiologic  dimensions  of  the  mouth, 
(b)  Adverse  tissue  reaction:  Irritation  of 
oral  tissues  may  result  from  the 
polymerization  of  the  lining  materials 
while  in  contaerwith  the  tissues  of  the 
mouth. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
partially  fabricated  denture  kits  be 
classified  into  class  III  (premarket 
approval).  The  agency  believes  that 
premarket  approval  is  necessary  for  this 
device  because  the  device  presents  a 
potential  unreasonable  risk  of  illness  or 
injury.  Failure  of  the  device  to  reproduce 
accurately  the  physiologic  dimensions  of 
the  mouth  may  cause  jaw  joint 
dysfunction.  The  agency  believes  that 
insufficient  information  exists  to 
determine  that  general  controls  would 
provide  reasonable  assurance  of  the 
safety  and  efiectiveness  of  this  device, 
and  that  insufficient  information  exists 
to  establish  a  performance  standard  to 
provide  this  assurance. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  name.s  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 


identifies  each  device  panelTiy  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (sec.  513,  701(a), 
52  Stat.  1055,  90  Stat.  540-546  (21  U.S.C 
360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3600  to  read  as 
follows: 

§  872.3600  Partially  fabricated  denture  kit. 

(a)  Identification.  A  partially 
fabricated  denture  kit  is  a  device, 
composed  of  connected  preformed  teeth, 
that  is  used  in  the  construction  of 
dentures.  A  denture  base  is  constructed 
using  the  patient’s  mouth  as  the  mold, 
by  partially  polymerizing  the  resin 
denture  base  materials  while  the 
materials  are  in  contact  with  the  oral 
tissues.  After  the  denture  base  is 
constructed,  the  connected  preformed 
teeth  are  inserted  into  the  base. 

(b)  Classification.  Class  III  (premarket 
approval). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  ofiice  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

|FR  Doc.  80-39860  Filed  12-29-80;  8:45  am) 
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21  CFR  Part  872 

[Docket  No.  78N-2887] 

Medical  Devices;  Classification  of 
Endosseous  Implants 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  endosseous  implants  into 
class  III  (premarket  approval).  FDA  is 
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also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class 
III.  The  effect  of  classifying  a  device  into 
class  III  is  to  require  each  manufacturer 
of  the  device  to  submit  to  FDA  a 
premarket  approval  application  at  a 
date  to  be  set  in  a  future  regulation.  - 
Each  premarket  approval  application 
would  include  information  concerning 
safety  and  effectiveness  tests  for  the 
device.  After  considering  public 
comments.  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-437-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendf»tion  regarding  the 
classification  of  endosseous  implants: 

1.  Identification:  An  endosseous 
implant  is  a  device  of  a  material,  such  as 
titanium,  that  is  surgically  placed  in  the 
bone  of  the  upper  or  lower  jaw  arches  to 
provide  support  for  prosthetic  devices, 
such  as  artificial  teeth,  and  to  restore 
the  patient’s  chewing  function. 

2.  Recommended  classification:  Class 
III  (premarket  approval).  The  Panel 
recommends  that  premarket  approval  of 
this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  endosseous  implants 
be  classified  into  class  111  because  the 
device  is  implanted  into  the  human  body 
and  because  the  device  presents  a 
potential  unreasonable  risk  of  illness  or 
injury.  Use  of  this  device  involves  a  risk 
of  abnormal  spontaneous  pain  due  to 
nerve  impingement  by  the  implant  and  a 
risk  of  perforation  of  the  lingual  and 
labial  bony  plates  of  the  upper  or  lower 
jaws.  The  Panel  also  believes  that 
sufficient  data  do  not  exist  to  establish 
an  adequate  performance  standard  to 


provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 
Therefore,  the  device  should  be  subject 
to  premarket  approval  to  assure  that 
manufacturers  demonstrate  satisfactory 
performance  of  the  device  and  thus 
assure  its  safety  and  effectiveness. 

(4)  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  w'ith,  endosseous 
implants  in  the  practice  of  dentistry  and 
on  a  presentation  by  the  Oral  Implant 
Subcommittee  (Ref.  /),  The 
Subcommittee  presented  information 
regarding  adverse  conditions  and 
injuries  caused  by  the  device,  and  stated 
that  there  is  an  absence  of  criteria  for 
determining  a  successful  implant.  The 
Panel  believes  that  further  research  will 
be  required  to  obtain  this  information. 

5.  Risks  to  health:  (a)  Tissue 
degeneration:  Localized  tissue 
degeneration  may  be  caused  by 
endosseous  implants  due  to  excessive 
mobility,  (b)  Pain:  Nerve  impingement 
by  the  device  may  cause  pain,  (c)  Bone 
perforation:  Improper  design  of  the 
device  may  cause  excess  mobility  of  the 
implant  following  surgical  placement 
and  subsequent  perforation  of  the  bony 
plates  of  the  upper  or  lower  jaws,  (d) 
Infection:  Micro-organisms  may  be 
harbored  between  the  implant  and  the 
gums  and  cause  localized  infection. 

Proposed  Classification 

FDA  has  sought  additional 
information  and  data  concerning  the  use 
of  endosseous  implants  in  dentistry. 
According  to  some  of  the  literature, 
these  implants  may  be  engulfed  by  a 
fibrous  tissue  layer  when  they  are  not 
exposed  to  the  oral  cavity  and  show 
only  low-grade  chronic  inflammation,  if 
any  (Ref.  2).  However,  Natiella,  et  al. 
(Ref.  3)  assert  that  there  are  not 
adequate  data  to  determine  the 
indications  for  use  of  the  implants  and 
the  response  of  oral  tissues  to  these 
devices.  Furthermore,  the  agency  is 
aware,  through  informal  discussions  of 
the  Panel,  that  opinions  of  investigators 
differ  as  to  epithelial  proliferation, 
inflammatory  infiltration,  and  response 
of  subperiosteal  tissues. 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
Endosseous  Implants  be  classified  into 
class  III  (premarket  approval).  FDA 
believes  that  the  device  presents  a 
potential  risk  of  illness  or  injury  to  the 
patient  if  there  are  not  adequate  data  to 
assure  the  safe  and  effective  use  of  the 
device.  In  addition,  the  device  is 
purported  or  represented  to  be  for  a  use 
(support  of  prosthetic  dental  devices) 
that  is  of  substantial  importance  in 


preventing  impairment  of  human  health. 
Furthermore,  the  device  is  an  implant, 
which  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  360c(d)) 
requires  to  be  classified  into  class  III 
unless  the  agency  determines  that 
premarket  approval  is  not  necessary  to 
provide  reasonable  assurance  of  a 
device’s  safety  and  effectiveness.  In  this 
case,  the  agency  has  determined  that 
premarket  approval  is  necessary  for  the 
device  because  general  controls  and 
performance  standards  are  insufficient 
to  provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 
FDA  also  believes  that  there  is 
insufficient  information  to  establish  a 
standard  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons  from  9  a.m.  to  4  p.m.. 
Monday  through  Friday. 

1.  Minutes  to  the  Oral  Implant 
Subcommittee,  FDA,  Bureau  of  Medical 
Devices,  July  19, 1976. 

2.  Langeland,  K.,  and  L  Spangberg, 
“Methodology  and  Criteria  in  Evaluation  of 
Dental  Endosseous  Implants,’’  Journal  of 
Dental  Research,  54:B158-B165,  June  1975. 

3.  Natiella. ).  R..  et  al.,  “Current  Evalution 
of  Dental  Implants," /ourno/  of  the  American 
Dental  Association,  84:1358,  June  1972. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  ^ame  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3640,  to  read  as 
follows; 

§  872.3640  Endosseous  implant 

(a)  Identification,  An  endosseous 
implant  is  a  device  made  of  a  material, 
such  as  titanium,  that  is  surgically 
placed  in  the  bone  of  the  upper  or  lower 
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jaw  arches  to  provide  support  for 
prosthetic  devices,  such  as  artificial 
teeth,  and  to  restore  the  patient's 
chewing  function. 

(b)  Classification.  Class  III  (premarket 
approval). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  I'ishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated;  November  19. 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

|FR  Doc.  80-39870  Filed  12-29-80;  8:4.5  um| 
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21  CFR  Part  872 
[Docket  No.  78N-2888] 

Medical  Devices;  Classification  of 
Titanium  Subperiosteal  Implant 
Materials 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  titanium  subperiosteal 
implant  materials  into  class  II ' 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration.  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 


Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8657  Georgia  Ave,, 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  titanium  subperiosteal 
implant  materials: 

1.  Identification:  Titanium 
subperiosteal  implant  material  is  a 
device  composed  of  titanium  that  is 
used  to  construct  custom  prosthetic 
devices  which  are  surgically  implanted 
into  the  lower  or  upper  jaw  between  the 
periosteum  (connective  tissue  covering 
the  bone)  and  supporting  bony 
structures.  The  device  provides  support 
for  prostheses,  such  as  dentures. 

2.  Recommended  classification:  Class 
11  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  titanium  subperiosteal 
implant  materials  be  classified  into 
class  II.  Although  this  device  is 
implanted  into  the  human  body,  the 
Panel  believes  that  premarket  approval 
is  not  necessary  to  assure  its  safety  and 
effectiveness  because  it  has  been  used 
successfully  for  years  as  a  subperiosteal 
implant  material  and  sufficient  data 
exist  to  establish  performance 
standards. 

Materials  used  in  the  device  should 
meet  a  generally  accepted  satisfactory 
level  of  tissue  compatibility.  The  Panel 
believes  that  general  controls  alone 
would  not  provide  sufficient  control 
over  this  characteristic.  The  Panel 
believes  that  a  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device  and  that  there  is  sufficient 
information  to  establish  a  standard. 

4.  Summary  of  data  on  which  the 
recommandation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members'  personal  knowledge  of.  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry,  on  the  past  use 
of  this  device  in  the  fabrication  of 
subperiosteal  implants,  and  on  the 
studies  of  laboratory  animals  which 
demonstrate  the  device's 
biocompatibility  (Ref.  1). 

5.  Risks  to  health:  (a)  Bone  loss:  Bone 
loss  may  result  from  impingement  by  the 
device  on  the  bony  ridge  of  the  jaws,  (b) 


Localized  tissue  degeneration  and 
infection:  Localized  tissue  degeneration 
may  result  from  exposure  of  the  tissues 
to  micro-organisms  entering  the  body  at 
the  site  of  the  implant,  causing  infection, 
(c)  Pain:  Nerve  impingement  by  the 
device,  as  a  result  of  chewing  force,  may 
-cause  pain. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
titanium  subperiosteal  implant  materials 
be  classified  into  class  II  (performance 
standards).  FDA  has  reviewed  the 
literature  regarding  the  use  of  titanium 
materials  in  the  fabrication  of 
subperiosteal  implants  and  the^research 
conducted  with  these  materials. 

Research  on  the  biocompatibility  of 
materials  used  in  the  construction  of 
implanted  devices  has  established  the 
properties  necessary  for  acceptable 
implant  materials.  Muratori  (Ref.  2 ) 
specifies  that  tissue  compatibility, 
hardness,  and  resistance  to  fatigue 
(mechanical  failure  due  to  stress  over 
time)  are  the  most  important 
considerations.  These  findings  are 
supported  by  Bodine  (Ref.  3 )  who 
evaluated  the  success  rate  of 
subperiosteal  implants.  Bodine 
concludes  that  a  major  cause  of 
subperiosteal  implant  failure  is 
inflammation  due  to  deterioration  of  the 
implant  material,  a  deterioration  caused 
by  impurities  in  that  material.  FDA 
believes  that  a  performance  standard  for 
titanium  materials  used  in  subperiosteal 
implants  can  be  established  to  detail  the 
properties  necessary  for  a  safe  and 
effective  implant.  The  agency  believes 
that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
this  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  ITie  agency  also  believes  that 
there  is  sufficent  information  to 
establish  a  performance  standard  for 
this  device. 

References 
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placed  in  the  office  of  the  Hearing  Clerk 
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the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3645,  to  read  as 
follows: 

§  872.3645  Titanium  subperiosteal  implant 
material. 

(a)  Identification.  Titanium 

;  jbperiosteal  implant  material  is  a 
k'  ovice  composed  of  titanium  that  is 
used  to  construct  custom  prosthetic 
devices  which  are  surgically  implanted 
into  the  lower  or  upper  jaw  between  the 
periosteum  (connective  tissue  covering 
the  bone)  and  supporting  bony 
structures.  The  device  provides  support 
for  prostheses,  such  as  dentures. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,/ on  or  before 
March  2. 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m„  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 
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21  CFR  Part  872 

[Docket  No.  78N-2889] 

Medical  Devices,  Classification  of 
Cobalt  Chrome  Molybdenum 
Subperiosteal  Implant  Materials 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  cobalt  chrome  molybdenum 
subperiosteal  implant  material  into  class 
II  (performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  ClassiHcation  Panel  that 
the  device  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATE:  Comments  by  March  2, 1981.  FDA 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm  4^2, 
5600  Fishers  Lane,  Rockville,  MD  20857. 
FOR  FURTHER  INFORMATION  CONTACT: 
Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 
SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  ClassiHcation  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classiHcation  of  cobalt  chrome 
molybdenum  subperiosteal  implant 
material: 

1.  Identification:  Cobalt  chrome 
molybdenum  subperiosteal  implant 
material  is  a  device  composed  of  cobalt 
chrome  molybdenum  that  is  used  to 
construct  custom  prosthetic  devices 
which  are  surgically  implanted  into  the 
lower  or  upper  jaw  between  the 
periosteum  (connective  tissue  covering 
the  bone)  and  supporting  bony 
structures.  The  device  provides  support 
for  prostheses,  such  as  dentures. 

2.  Recommended,  classifioetion:  Class 
II  (performance  standards).  Hie  Panel 


recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  cobalt  chrome 
molybdenum  subperiosteal  implant 
materials  be  classified  into  class  11. 
Although  this  device  is  implanted  into 
the  human  body,  the  Panel  believes  that 
premarket  approval  is  not  necessary  to 
assure  its  safety  and  effectiveness 
because  it  has  been  used  successfully 
for  years  as  a  subperiosteal  implant 
material  and  sufficient  data  exist  to 
establish  performance  standards. 
Materials  used  in  the  device  should 
meet  a  generally  accepted  satisfactory 
level  of  tissue  compatibility.  The  Panel 
believes  that  general  controls  alone 
would  not  provide  sufficient  control 
over  this  characteristic.  The  Panel 
believes  that  a  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device  and  that  there  is  sufficient 
information  to  establish  a  performance 
standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members'  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry,  on  the  past  use 
of  this  device  in  the  fabrication  of 
subperiosteal  implants,  and  on  the 
studies  of  laboratory  animals  which 
demonstrate  the  device’s 
biocompatibility  (Ref.  1). 

5.  Risks  to  health:  (a)  Bone  loss:  Bone 
loss  may  result  from  impingement  by  the 
device  on  the  bony  ridge  of  the  jaws,  (b) 
Localized  tissue  degeneration  and 
infection:  Localized  tissue  degeneration 
may  result  from  exposure  of  tissues  to 
oral  microorganisms  which  may  enter 
the  body  at  the  site  of  the  implant 
causing  infection,  (c)  Pain:  Nerve  ' 
impingement  by  the  device,  as  a  result 
of  chewing  force,  may  cause  pain. 

Proposed  ClassiHcation 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
cobalt  chrome  molybdenum 
subperiosteal  implant  materials  be 
classified  into  class  II  (performance 
standards). 

FDA  has  reviewed  the  literature 
regarding  the  use  of  cobalt  chrome 
molybdenum  materials  in  the  fabrication 
of  subperiosteal  implants  and  the 
research  conducted  with  these 
materials.  Research  on  the 
biocompatibility  of  materials  used  in  the 
construction  of  implanted  devices  has 
established  the  properties  necessary  for 
acceptable  implant  materials.  Muratori 
(Ref.  2)  specifies  that  tissue 
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compatibility,  hardness,  and  resistance 
to  fatigue  (mechnical  failure  due  to 
stress  over  time)  are  the  most  important 
considerations.  These  bndings  are 
supported  by  Bodine  (Ref.  3)  who 
evaluated  the  success  rate  of 
subperiosteal  implants.  Bodine 
concludes  that  a  major  cause  of 
subperiosteal  implant  failure  is 
inflammation  due  to  deterioration  of  the 
implant  material,  a  deterioration  caused 
by  impurities  in  that  materials.  FDA 
believes  that  a  performance  standard  for 
cobalt  chrome  molybdenum  materials 
used  in  subperiosteal  implants  can  be  ' 
established  to  detail  the  properties 
necessary  for  a  safe  and  effective 
implant.  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  this  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons  from  9  a.m.  to  4  p.m., 
Monday  through  Friday, 

1.  tiarris,  R.,  “Implantation  of  Chrome 
Cobalt  Alloy  Forms  in  the  Rabbit’s 
Mandible,"  Aus/raZ/oii  Dental  Journal  14:396, 
1969. 

2.  Muratori,  G..  “Multi-Type  Oral 
Implantology,"  The  Marino  Cantellic 
Publishing  Co.',  64:156,  )une  1973. 

3.  Bodine.  R.,  “Implant  Dentures.”  Journal 
of  Prosthestic  Dentistry,  32(2):186-197. 

August  1974. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19. 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  ('43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 


by  adding  new  §  872.3650,  to  read  as 
follows: 

§  872.3650  Cobalt  chrome  molybdenum 
subperiosteal  Implant  material. 

(a)  Identification.  Cobalt  chrome 
molybdenum  subperiosteal  implant 
material  is  a  device  composed  of  cobalt 
chrome  molybdenum  that  is  used  to 
construct  custom  prosthetic  devices 
which  are  surgically  implanted  into  the 
lower  or  upper  jaw  between  the 
periosteum  (connective  tissue  covering 
the  bone)  and  supporting  bony 
structures.  The  device  provides  support 
for  prostheses,  such  as  dentures. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  to  4  pjn.,  Monday  through  Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f fairs. 
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21  CFR  Part  872 

[Docket  No.  78N-2890] 

Medical  Devices;  Classification  of 
Impression  Materials 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  impression  materials  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  II. 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 


based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register 
ADDRESS:  Written  Comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
and  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  impression  materials: 

1.  Identification:  Impression  material 
is  a  device  composed  of  materials,  such 
as  alginate  or  polysulfide,  that  are 
placed  on  a  preformed  impression  tray 
and  used  to  reproduce  the  structure  of  a 
patient’s  teeth  and  gums.  The  device 
provides  models  for  study  and  for 
production  of  restorative  and  prosthetic 
devices,  such  as  gold  inlays  and 
dentures. 

2.  Recommended  classification:  Class 
II  (performance,  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  impression  materials 
be  classified  into  class  II  because  the 
materials  used  in  the  device  should  meet 
a  generally  accepted  satisfactory  level 
of  tissue  compatibility.  The  quality  of 
the  materials  must  also  be  controlled  to 
prevent  trauma  to  surrounding  tissues  or 
an  allergic  response  in  the  patient.  The 
Panel  believes  that  general  controls 
alone  would  not  provide  sufficient 
control  over  the  characteristics.  The 
Panel  believes  that  a  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry,  and  on 
references  in  the  literature  that  state 
that  impression  materials  may  cause  an 
allergic  reaction  or  trauma  to 
surrounding  tissue  (Refs.  1  and  2). 


86030 


Federal  Register  /  Vol.  45,  No.  251  /  Tuesday,  December  30,  1980  /  Proposed  Rules 


5.  Risks  to  health:  (a)  Adverse  tissue 
reaction;  If  the  materials  of  the  device 
are  not  biocompatible,  the  patient  may 
have  an  adverse  tissue  reaction,  (b) 
Tissure  trauma:  If  the  material  is  not  of 
adequate  quality,  trauma  to  the  patient’s 
oral  tissue  may  result. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
impression  materials  be  classified  into 
class  II  (performance  standards).  The 
agency  bellieves  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
prejsented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons  from  9  a.m.  to  4  p.m., 
Monday  through  Friday. 

1.  Kaloyannides.  T.  M.  and  D.  ].  Kapari, 
"Mixtures  of  Elastomer  Impression  Materials: 
11,  "  Journal  of  Dental  Research,  54:493, 1975. 

2.  Glenwri^t,  H.  D.,  "Bone  Regeneration 
Following  Damage  by  Polysolfide  Impression 
Material,”  Journal  of  Clinical  Periodontology, 
2:250-252, 1976. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
(he  Federal  Register  of  May  19, 1978  (43 
I’R  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs,  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-564  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  B 
by  adding  new  §  872.3660,  to  read  as 
follows: 

§  872.3660  Impression  material. 

(a)  Identification.  Impression  material 
is  a  device  composed  of  materials,  such 
as  alginate  or  polysulfide,  that  are 


placed  on  a  preformed  impression  tray 
and  used  to  reproduce  the  structure  of  a 
patient’s  teeth  and  gums.  The  device 
provides  models  for  study  and  for 
production  of  restorative  and  prosthetic 
devices,  such  as  gold  inlays  and 
dentures. 

(b)  Classification.  Class  II 
(performance  standard). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  bracket  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dale:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 
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21  CFR  PART  872 

[Docket  No.  78N-28911 

Medical  Devices;  Classification  of 
Resin  Impression  Tray  Material 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  resin  impression  fray 
material  into  class  I  (general  controls). 
FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I.  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 


FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION; 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  resin  impression  tray 
material: 

1.  Identification:  Resin  impression  tray 
material  is  a  device  used  in  a  two-step 
dental  mold  fabricating  process.  The 
device  consists  of  a  resin  material,  such 
as  methyl  methacrylate,  and  is  used  to 
form  a  custom  impression  tray  is  not 
suitable,  such  as  in  the  fabrication  of 
crowns,  bridges,  or  full  dentures.  A 
preliminary  plaster  or  stone  model  of  the 
patient's  teeth  and  gums  is  made.  The 
resin  impression  tray  material  is  applied 
to  this  preliminary  study  model  to  form 

a  custom  tray.  This  tray  is  then  filled 
with  impression  material  and  inserted 
into  the  patient’s  mouth  to  make  an 
impression,  from  which  a  final,  more 
precise,  model  of  the  patient’s  mouth  is 
cast. 

2.  Recommended  classification:  Class 
I  (general -controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  records  and  reports  requirements 
under  section  519  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C.  360i) 
and  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  resin  impression  tray 
materia)  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  should  not 
be  required  to  comply  with  records  and 
reports  requirements  and  the  good 
manufacturing  practice  regulation 
because  this  is  a  simple  device  that 
presents  no  undue  risks  to  health  when 
used  in  a  normal  manner  and  for  the 
purpose  recommended. 

4.  Summary  of  data  on  which  the  - 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 


Federal  Register  /  Vol.  45,  No.  251  /  Tuesday,  December  30,  1980  /  Proposed  Rules 


86031 


clinical  experience  with,  resin 
impression  tray  material  in  the  practice 
of  dentistry. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

FDA  agrees  with  the  panel 
recommendation  and  is  proposing  that 
resin  impression  tray  material  be 
classiHed  into  class  I  (general  controls). 
The  agency  believes  that  general 
controls  are  sufficient  to  control  the 
risks  to  health  presented  by  the  device. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
resin  impression  tray  material  be 
exempt  from  records  and  reports 
regulations  under  section  519  of  the  act 
(21  U.S.C.  360i).  The  records  and  reports 
requirements  in  several  of  FDA’s 
present  device  regulations  are  . 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  are  found  in  the  device 
good  manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  FDA  will  publish  other 
regulations  under  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued.  FDA 
believes  that  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  device 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180). 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel's 
recommendation  that  manufacturers  of 
resin  impression  tray  material  be 
exempt  from  the  device  good 
manufacturing  practice  (GMP) 
regulation  under  section  520(1)  of  the  act 
(21  U.S.C.  360j(f)),  FDA  is  proposing  that 
a  manufacturer  of  this  device  be  exempt, 
in  the  manufacture  of  the  device,  from 
all  requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198)),  with  respect  to  complaint 
files.  Based  on  available  information 


about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §  §  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  resin  impression  tray 
material  must  still  be  required  to  comply 
with  the  complaint  file  requirements  of 
§  820.198  to  ensure  that  these 
manufacturers  have  adequate  systems 
for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  resin  impression  tray 
material  must  still  be  required  to  comply 
with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
from  oher  sections  of  the  GMP 
regulation  is  still  appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3670,  to  read  as 
follows: 

§  870.3670  Resin  impression  tray  material. 

(a)  Identification.  Resin  impression 
tray,  material  is  a  device  used  in  a  two- 
step  dental  mold  fabricating  process. 
The  device  consists  of  a  resin  material, 
such  as  methyl  methacrylate,  and  is 
used  to  form  a  custom  impression  tray 
for  use  in  cases  in  which  a  preformed 
impression  tray  is  not  suitable,  such  as 
in  the  fabrication  of  crowns,  bridges,  or 
full  dentures.  A  preliminary  plaster  or 
stone  model  of  the  patient’s  teeth  and 
gums  is  made.  The  resin  impression  tray 
material  is  applied  to  this  preliminary 
study  model  to  form  a  custom  tray.  This 
tray  is  then  filled  wnth  impression 


material  and  inserted  into  the  patient’s 
mouth  to  make  an  impression,  from 
which  a  final,  more  precise,  model  of  the 
patient’s  mouth  is  cast. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820  with  the  exception  of 
§  820.180,  regarding  general 
requirements  concerning  records,  and 
§  820.198,  regarding  complaint  files. 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  bracket  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9,a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated;  November  19. 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory'  A  ffairs. 

(FR  Due.  e6-398''4  Filed  12-29-BO;  8:45  ain| 

BILLING  CODE  411(MI3-M 

21  CFR  Part  872 
I  Docket  No.  78N-2e92] 

Medical  Devices;  Classification  of 
Polytetranluoroethylene  (PTFE) 
Vitreous  Carbon  Materials 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  polytetraluoroethylene 
(PTFE)  vitreous  carbon  materials  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  II. 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

dates:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
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ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  polytetrafluoroethylene 
(PTFE)  vitreous  carbon  materials: 

1.  Identification: 

Polytetrafluoroethylene  (PTFE)  vitreous 
carbon  material  is  a  device  composed  of 
polytetrafluoroethylene  (PTFE)  vitreous 
carbon  that  is  used  in  maxillofacial 
alveolar  ridge  augmentation  (building  up 
the  upper  jaw  area  that  contains  the 
sockets  in  which  teeth  are  rooted)  and 
to  coat  metal  surgical  implants  in  the 
alveoli  (sockets  in  which  the  teeth  are 
rooted)  and  the  temporomandibular 
joints  (the  joint  between  the  upper  and 
lower  jaws). 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  high  priority. 

3.  Summary  of  the  reasons  for 
recommendation:  The  Panel 
recommends  that 

polytetrafluoroethylene  (PTFE)  vitreous 
carbon  materials  be  classified  into  class 
II.  Although  this  device  is  implanted  into 
the  human  body,  the  Panel  believes  that 
premarket  approval  is  not  necessary  to 
assure  its  safety  and  effectiveness. 
Adverse  reactions  to  this  device  are 
minimal  and  generally,  are  the  result  of 
poor  surgical  technique  rather  than 
material  failure.  However,  Materials 
used  in  the  device  should  meet  a 
generally  acceptable  satisfactory  level 
of  tissue  compatibility.  The  Panel 
believes  that  general  controls  alone 
would  not  provide  sufficient  control 
over  this  characteristic.  The  Panel 
believes  that  a  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device  and  that  there  is  sufficient 
information  to  establish  a  performance 
standard  to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 


members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry  and  on 
presentation  by  a  developer,  a 
manufacturer,  and  a  user  of  the  material 
which  discussed  the  use  and  success  of 
polytetrafluoroethylene  polymer 
material  in  oral  surgery  (Ref.  1] 

5.  Risks  to  health:  (a)  Infection:  If  the 
device  cannot  be  sterilized  adequately, 
postsurgical  infection  may  result,  (b) 
Adverse  tissue  reaction:  If  the  materials 
of  the  device  are  not  biocompatible,  the 
patient  may  have  an  adverse  tissue 
reaction. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
polytetrafluoroethylene  vitreous  carbon 
materials  be  classified  into  class  II 
(performance  standards).  Although  this 
device  is  implanted  into  the  human 
body,  the  agency  believes  that 
premarket  approval  is  not  necessary  to 
assure  its  safety  and  effectiveness.  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
sufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Reference 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons  from  9  a.m.  to  4  p.m., 
Monday  through  Friday. 

1.  Kent,  J.  N.,  C.  A.  Homsy,  and  A.  Abbott, 
Presentation,  Dental  Device  Classification 
Panel,  “Proplast  Implant  Devices,”  December 
5, 1977. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673),  This 
proposed  classification  regulation 
identifies  each  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.,  513, 
701(a),  52  Slat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 


Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3680,  to  read  as 
follows: 

§  872.3680  polytetrafluoroethylene  (PTFE) 
vitreous  carbon  materials. 

(a)  Identification. 

polytetrafluoroethylene  (PTFE)  vitreous 
carbon  material  is  a  device  composed  of 
polytetrafluoroethylene  (PTFE)  vitreous 
carbon  that  is  used  in  maxillofacial 
alveolar  ridge  augmentation  (building  up 
the  upper  jaw  area  that  contains  the 
sockets  in  which  teeth  are  rooted)  and 
to  coat  metal  surgicial  implants  in  the 
alveoli  (sockets  in  which  the  teeth  are 
rooted)  and  the  temporomandibular 
joints  (the  joint  between  the  upper  and 
lower  jaws). 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  on  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|KR  Doc.  80-39875  Filed  12-29-80;  8:45  amj 
BILLING  CODE  4110-03-M 


(21  CFR  Part  872] 

(Docket  No.  78N-2893) 

Medical  Devices;  Classification  of 
Tooth  Shade  Resin  Materials 

AGENCY:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  tooth  shade  resin  materials 
into  class  II  (performance  standards). 
FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  11.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments.  FDA  will  issue  a  final 
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regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
^in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301^27-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
and  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  tooth  shade  resin 
materials: 

1.  Identification:  Tooth  shade  resin 
material  is  a  device  composed  of 
materials  such  as  bisphenol-A  and 
glycidyl  methacrylate  (Bis-GMA)  that  is 
used  to  restore  carious  lesions  or 
structural  defects  in  teeth. 

2.  Recommended  clasification:  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  tooth  shade  resin 
materials  be  classified  into  class  II 
because  improper  chemical  composition 
of  the  resin  may  cause  roughening  of  the 
restorative  surface,  which  results  in 
discoloration  of  tooth  enamel  and 
plaque  accumulation  on  the  tooth.  The 
materials  used  in  the  device  should  meet 
a  generally  accepted  satisfactory  level 
of  tissue  compatibility.  The  Panel 
believes  that  general  controls  alone 
would  not  provide  sufficient  control 
over  this  characteristic.  The  Panel 
believes  that  a  performance  standard 
would  provide  reasonable  assurance  of 
safety  and  effectiveness  of  the  device 
and  that  there  is  sufficient  information 
to  establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  denistry,  and  on  an 
article  by  G.  L.  Lee,  M.D.,  et  a„  (ref.  1). 


The  article  states  that  before  a 
composite  resin  is  osed  for  restoration, 
the  tooth  enamel  is  etched  with  50 
percent  phosphoric  acid,  which  may 
irritate  the  tooth  pulp. 

5.  Risks  to  health:  (a)  Periodontal 
disease:  Discoloration  and  roughening  of 
a  restoration  made  with  this  device  may 
cause  plaque  accumulation  and  lead  to 
periodontal  disease,  (b)  Pulp  damage: 
Etching  with  50  percent  phosphoric  acid 
before  the  restoration  is  completed  may 
cause  tooth  pulp  damage,  unless  the 
pulp  is  properly  protected. 

Proposed  ClassiFication 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
tooth  shade  resin  materials  be  classified 
into  class  II  (performance  standards). 

The  agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device.  ^ 

Reference 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons  from  9  a.m.  to  4  p.m., 
Monday  through  Friday. 

1.  Lee,  G.  L.,  ].  A.  Orlowshi,  G.  C.  Schidt, 
and  R.  L  Ihsen,  “Histological  Studies  of  an 
Adhesive  Paint-on  Restorative  for  Cervical 
Abrasions,”  Australian  Dental  Journal 
20:304-308, 1975. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 


by  adding  new  §  872.3690,  to  read  as 
follows: 

§  872.3690  Tooth  shade  resin  material. 

(a)  Identification.  Tooth  shade  resin 
material  is  a  device  composed  of 
materials  such  as  bisphenol-A  glycidyl 
methacrylate  (Bis-GMA)  that  is  used  to 
restore  carious  lesions  or  structural 
defects  in  teeth. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  May,  on  or  before 
March  2, 1980  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration.  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-3SI876  Filed  12-29-aO;  8:45  am| 

BILLING  CODE  411(H>>-M 

21  CFR  Part  872 

(Docket  No.  78N-2894] 

Medical  Devices;  Classification  of 
Dental  Mercury 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  dental  mercury  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments.  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
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Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton.  Bureau  of  Medical 
Devices  (HFK-460).  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301^27-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  dental  mercury: 

1.  Identification:  Dental  mercury  is  a 
device  composed  of  mercury  that  is  used 
as  a  component  of  amalgam  alloy  in  the 
restoration  of  dental  cavities  or  broken 
teeth. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  dental  mercury  be 
classified  into  class  II  because  the 
material  in  the  device  should  meet  a 
generally  accepted  satisfactory  level  of 
tissue  compatibility.  Dental  mercury  is  a 
toxic  substance  and  must  be  handled 
properly  to  control  the  hazards  it 
presents.  The  Panel  believes  that 
general  controls  alone  would  not 
provide  sufficient  control  over  this 
characteristic. 

The  Panel  believes  that  a  performace 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry,  and  on  an 
article  published  in  the  Journal  of  the 
American  Dental  Association  “An 
Environmental  Study  of  Mercury 
Contamination  fn  Dental  Offices"  (Ref. 
7).  The  article  discusses  the  hazards 
associated  with  use  of  mercury  in 
dentistry  and  concludes  that  there  is  no 
danger  of  systemic  poisoning  for 
patients  whose  teeth  have  been  restored 
with  amalgam  containing  mercury. 
However,  if  proper  procedures  are  not 
followed,  there  are  potential  hazards  to 
those  who  handle  mercury. 


5.  Risks  to  health:  (a)  Mercury 
poisoning:  If  the  device  is  not  handled 
properly,  the  user  may  suffer  mercury 
poisoning  from  inhalation  of  mercury 
vapors,  (b)  Adverse  tissue  reaction:  If 
the  material  in  the  device  is  not 
biocompatible,  the  patient  may  have  an 
adverse  tissue  reaction. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
dental  mercury  be  classified  into  class  II 
(performance  standards). 

FDA  has  reviewed  the  medical 
literature  on  use  of  dental  mercury  in 
dentistry  and  has  found  evidence  to 
support  the  Panel  recommendation. 
Kawahara  et  al.  concluded  that  the 
cytotoxicity  of  the  amalgam  is  related  to 
free  mercury  available  after  mixing  the 
alloy  and  the  mercury,  but  that 
cytotoxicity  was  nearly  nonexistent 
after  complete  setting  of  the  amalgam 
(Ref.  2).  Gataldo  and  Santis  studied  the 
results  of  implantation  of  amalgam  into 
the  oral  tissues  (Ref.  J).  Encapsulation  in 
connective  tissue  occurred  with  the 
smallest  pieces  of  amalgam  without 
inflammatory  response,  and  larger 
pieces  had  connective  tissue 
encapsulation  with  some  macrophage 
(microorganism)  response.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
this  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  su^icient  information  to 
establish  a  standard  for  this  device. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Glerk 
(address  above)  and  may  be  seen  by 
interested  persons  from  9  a.m.  to  4  p.m., 
Monday  through  Friday. 

1.  “An  Environmental  Study  of  Mercury 
Contamination  in  Dental  Offices,” /ourno/ o/ 
the  American  Dental  Association,  Vol.  89, 
Nov.  1974. 

2.  Kawahara,  H.,  et  al.,  “Cellular  Responses 
to  Dental  Amalgam  'm-WirQ,”  Journal  of 
Dentistry  Research,  54(2):394-401,  March- 
April  1975. 

3.  Cataldo,  E.,  and  H.  Santis,  “Response  of 
the  Oral  Tissue  to  Exogenous  Foreign 
Materials," /ourno/  of  Periodontics,  45(2):93- 
106,  February  1974. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  ill 
the  Federal  Register  of  May  19, 1978  (43 


FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3700,  to  read  as 
follows: 

§  872.3700  Dental  mercury. 

(a)  Identification,  Dental  mercury  is  a 
device  composed  of  mercury  that  is  used 
as  a  component  of  amalgam  alloy  in  the 
restoration  of  dental  cavities  or  broken 
teeth. 

(b)  Classification,  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2  submit  to  the  Hearing  Clerk 
(HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.'  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

IFR  Doc.  80-39877  Filed  12-29-80: 8;«  amj 
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21  CFR  Part  872 

I  Docket  N0.78N-2895] 

Medical  Devices;  Classification  of 
Base  Metal  Alloys 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  base  metal  alloys  into  class 

II  (performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  11.  The 
effect  of  classifying  a  device  into  class  11 
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is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  base  metal  alloys: 

1.  Identification:  A  base  metal  alloy  is 
a  device  composed  of  a  material,  such 
as  a  mixture  of  nickel  and  chromium, 
that  is  used  in  the  fabrication  of  a 
custom-made  dental  device,  such  as 
porcelain  veneer  for  a  tooth. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  medium  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  base  metal  alloys  be 
classified  into  class  II  because  the 
materials  used  in  the  device  contact  the 
body  and  should  meet  a  generally 
accepted  satisfactory  level  of  tissue 
compatibility.  The  composition  of  the 
materials  should  also  be  controlled  to 
prevent  toxic  reactions  to  the  alloys. 

The  Panel  believes  that  general  controls 
alone  would  not  provide  sufficient 
control  over  these  characteristics.  The 
Panel  believes  that  a  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard  to 
provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 


members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  (a)  Adverse  tissue 
reaction:  If  the  materials  in  the  device 
are  not  biocompatible,  the  patient  may 
have  an  adverse  tissue  reaction,  (b) 

Toxic  reaction:  Alloys  containing  nickel 
and  beryllium  may  cause  a  toxic 
reaction  in  the  patient. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
base  metal  alloys  be  classified  into  class 
II  (performance  standards).  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3710,  to  read  as 
follows: 

§  872.3710  Base  metal  alloy. 

(a)  Identification.  A  base  metal  alloy 
is  a  device  composed  of  a  material,  such 
as  a  mixture  of  nickel  and  chromium, 
that  is  used  in  the  fabrication  of  a 
custom-made  dental  device,  such  as 
porcelain  veneer  for  a  tooth. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane.  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 


copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  80-30878  Filed  12-29-80.  8:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 

(Docket  No.  78N-2897] 

Medical  Devices;  Classification  of 
Pantographs 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  pantographs  into  class  1 
(general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  1.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  coilsidering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-406),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring.  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  pantographs: 
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1.  Identincation:  A  pantograph  is  a 
device  that  is  attached  to  a  patient's 
head  and  is  used  to  duplicate  lower  jaw 
movements  to  aid  in  the  construction  of 
restorative  and  prosthetic  dental 
devices.  A  marking  pen  is  attached  to 
the  lower  jaw  component  of  the  device 
end,  as  the  patient’s  mouth  opens,  the 
pen  records  on  graph  paper  the  angle 
between  the  upper  and  lower  jaw. 

2.  Recommended  classification;  Class 
I  (performance  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  under 
section  510(k)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  U.S.C.  360(k}), 
records  and  reports  requirements  under 
section  519  of  the  act  (21  U.S.C.  360i), 
and  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  pantographs  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
suffcient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation,  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  pantographs  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
pantographs  be  classified  into  class  I 
(general  controls).  The  agency  believes 
that  general  controls  are  sufficient  to 
control  the  risks  to  health  presented  by 
the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
pantographs  be  exempted  from  section 
510(k)  of  the  act  (21  U.S.C.  360(k)),  FDA 
is  proposing  that  these  manufacturers  be 
subject  to  registration  and  device  listing 
under  section  510(a)  through  (j)  of  the 
act,  but  exempt  from  premark6t 
notification  under  section  SlO(k)  of  the 
act  and  Subpart  E  of  Part  807  of  the 
regulations.  Under  section  510(g)(4)  of 


the  act,  the  agency  may  exempt  a 
manufacturer  from  section  510  only  if  it 
finds  that  compliance  with  this  section 
is  not  necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of 
pantographs,  the  agency  cannot  make 
the  required  finding.  To  protect  the 
public  health,  the  agency  needs  to  be 
able  to  identify  the  firms  manufacturing 
this  device  and  to  conduct  necessary 
inspections.  The  agency  has  determined, 
however,  that  is  not  necessary  for  the 
protection  of  the  public  health  that  FDA 
receive  premarket  notification 
submissions  concerning  pantographs. 

The  agency  does  not  at  this  time 
anticipate  the  premarket  approval  will 
be  required  for  this  device.  'The  agency 
believes  that  the  semiananual  updating 
of  device  listing  under  section  510(j)(2) 
will  provide  FDA  will  adequate  notice 
concerning  new  products  within  this 
generic  type  of  device. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
pantographs  be  exempt  from  records 
and  reports  regulations  under  section 
519  of  the  act  (21  U.S.C.  360i).  The 
records  and  reports  requirements  in 
several  of  FDA’s  present  device 
regulations  are  authorized,  wholly  or  in 
part,  by  section  519.  The  most  extensive 
of  these  requirements  are  found  in  the 
device  good  manufacturing  practice 
(CMP)  regulation,  published  in  the 
Federal  Register  of  July  21, 1978  (43  FR 
31508),  In  the  future,  FDA  will  publish 
other  regulations  under  section  519, 
including  regulations  requiring  reports  to 
FDA  of  experiences  with  medical 
devices.  Until  these  regulations  are 
issued,  FDA  believes  that  it  cannot 
properly  issue  exemptions  from  them.  In 
the  future,  whenever  the  agency 
proposes  device  regulations  that  include 
records  and  reports  requirements, 
interested  persons  may  submit 
comments  requesting  that  certain 
classes  of  manufacturers  or  other 
persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  ddvice  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirments 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
nies. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
pantographs  be  exempt  from  the  device 


good  manufacturing  practice  (GMP) 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)),  FDA  is  proposing  that 
a  manufacturer  of  this  device  be  exempt, 
in  the  manufacture  of  the  device,  from 
all  requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  then  §§  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  pantographs  must  still 
be  required  to  comply  with  the 
complaint  file  requirements  of  §  820.198 
to  ensure  that  these  manufacturers  have 
adequate  systems  from  complaint 
investigation  and  followup.  The  agency 
also  believes  that  manufacturers  of 
pantographs  must  still  be  required  to 
comply  with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure,  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classiHcation  regulation 
identifies  each  device  panel  by  the 
,  former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subparl  D 
by  adding  new  §  872.3730,  to  read  as 
follows: 

§  872.3730  Pantograph. 

(a)  Identification.  A  pantograph  is  a 
device  that  is  attached  to  a  patient’s 
head  and  is  used  to  duplicate  lower  jaw 
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movements  to  aid  in  the  construction  of 
restorative  and  prosthetic  dental 
devices.  A  marking  pen  is  attached  to 
the  lower  jaw  component  of  the  device 
and,  as  the  patient's  mouth  opens,  the 
pen  records  on  graph  paper  the  angle 
between  the  upper  and  lower  jaw. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  The  device  also  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  Hies. 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305j,  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1960. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

ire  Dcic.  80-39879  Filed  12-29-80;  8:45  ami 
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21  CFR  Part  872 

(Docket  No.  78N-2898] 

Medical  Devices;  Classification  of 
Retentive  and  Splinting  Pins 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  food  and  Drug 
Administration  (FD^)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  retentive  and  splinting  pins 
into  class  II  (performance  standards). 
FDA  is  also  publishing  the 
recommendation  bf  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  1  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  1  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  Hnal 
regulation  classifying  the  device.  These 


actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register.  v 

address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  retentive  and  splinting 
pins: 

1.  Identification:  A  retentive  and 
splinting  pin  is  a  device  made  of  a 
material,  such  as  titanium,  that  is  placed 
permanently  in  a  tooth  to  provide 
retention  and  stabilization  for  a 
restoration,  such  as  a  crown,  or  to  join 
two  or  more  teeth  together. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  retentive  and  splinting 
pins  be  exempt  from  premarket 
notification  under  section  510(k)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(21  U.S.C.  360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  retentive  and  splinting 
pins  be  classified  into  class  I  because 
the  Panel  believes  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  should  not 
be  required  to  comply  with  premarket 
notification  procedures,  records  and 
reports  requirements,  and  the  good 
manufacturing  practice  regulation 
because  this  is  a  simple  device  that 
presents  no  undue  risks  to  health  when 


used  in  a  normal  manner  and  for  the 
purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members'  personal  knowledge  of,  and 
clinical  experience  with,  retentive  and 
splinting  pins  in  the  practice  of 
dentistry. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
retentive  and  splinting  pins  be  classified 
into  class  II  (performance  standards). 

The  properties  of  the  materials  used  to 
form  retentive  and  splinting  pins  depend 
upon  the  correct  composition  of  these 
materials.  Moreover,  retentive  and 
splinting  pins  directly  contact  oral 
tissues.  Altering  the  composition  of  the 
materials  used  in  the  device  or 
contamination  of  the  materials  with 
other  substances  may  cause  adverse 
tissue  reactions,  thus  placing  the  patient 
unnecessarily  at  risk.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

Because  the  agency  has  determined 
that  retentive  and  splinting  pins  should 
be  classiHed  into  class  II  rather  than 
class  1,  the  agency  is  not  required  to 
publish  a  regulation  adopting  or 
rejecting  the  Panel  recommendation  that 
this  device  be  exempt  from  the 
premarket  notification  procedures  under 
section  510(k).  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
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701(a),  52  Stal.  1055,  90  Slat.  540-546  (21 
U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3740,  to  read  as 
follows: 

§  872.3740  Retentive  and  splinting  pin. 

(a)  Identification.  A  retentive  and 
splinting  pin  is  a  device  made  of  a 
material,  such  as  titanium,  that  is  placed 
permanently  in  a  tooth  to  provide 
retention  and  stabilization  for  a 
restoration,  such  as  a  crown,  or  to  join 
two  of  more  teeth  together, 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980, 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-39880  Filed  12-8B-80;  8>15  umj 
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21  CFR  Part  872 

(Docket  No.  78N-2899] 

Medical  Devices;  Classification  of 
Bracket  Adhesive  Resin  and  Tooth 
Conditioners 

agency:  Food  and  Drug  Administration. 
action:  Proposed  Rule. 

summary:  The  F'ood  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  bracket  adhesive  resin  and 
tooth  conditioners  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 


dates:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857, 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

I 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  bracket  adhesive  resin 
and  tooth  conditioners: 

1.  Identification:  A  bracket  adhesive 
resin  and  tooth  conditioner  is  a  device 
composed  of  an  adhesive  compound  of 
polymethyl  methacrylate  that  is  used  to 
cement  an  orthodontic  bracket  to  a  tooth 
surface. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  bracket  adhesive  resin 
and  tooth  conditioners  be  classified  into 
class  II  because  the  device  contains  an 
acid  that  may  cause  decalcification  of 
the  tooth  and  the  development  of  dental 
caries  if  it  contacts  tooth  enamel.  The 
Panel  believes  that  general  controls 
alone  would  not  provide  sufficient 
control  over  this  characteristic.  The 
Panel  believes  that  a  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry,  and  on  the 
Guide  to  Dental  Materials  (Ref.  1), 
which  states  that  little  or  no  tissue 
reaction  has  been  reported  with  the  use 
of  this  device, 

5.  Risks  to  health:  Decalcification:  The 
conditioner  in  the  resin  may  cause 


decalcification  of  a  tooth  and  the 
development  of  dental  caries. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
bracket  adhesive  resin  and  tooth 
conditioners  be  classified  into  class  II 
(performance  standards).  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
controls  alone  are  insufficient  to  control 
the  risks  to  health  presented  by  the 
device.  A  performance  standard  would 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 
The  agency  also  believes  that  there  is 
sufficient  information  to  establish  a 
performance  standard  for  this  device. 

Reference 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons  from  9  a.m.  to  4  p.m., 
Monday  through  Friday. 

1.  “Guide  to  Dental  Materials  and 
Devices,”  American  Dental  Association,  pp. 
143-144,  Chicago,  Illinois,  1976. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food,- 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3750,  to  read  as 
follows: 

§  872.3750  Bracket  adhesive  resin  and 
tooth  conditioner. 

>1^ 

(a)  Identification.  A  bracket  adhesive 
resin  and  tooth  conditioner  is  a  device 
composed  of  an  adhesive  compound  of 
polymethyl  methacrylate  that  is  used  to 
cement  an  orthodontic  bracket  to  a  tooth 
surface. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
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Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20657,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19. 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

|FR  Doc.  00-39881  Filed  12-29-^  8.45  am| 

BILLING  CODE  411(MI3-M 


21CFRPart  872 
(Docket  No.  78N-2900] 

Medical  Devices;  Classification  of 
Denture  Rellning,  Repairing,  or 
Rebasing  Resin 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  denture  relining,  repairing,  or 
rebasing  ^esin  bases  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATE:  Comments  by  March  2, 1981.  FDA 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 
address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration.  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 


background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  denture  relining, 
repairing,  or  rebasing  resin  bases: 

1.  Identification:  A  denture  relining, 
repairing,  or  rebasing  resin  is  a  device 
composed  of  materials,  such  as  methyl 
methacrylate,  that  is  used  to  reline  a 
denture  surface  that  contacts  tissue,  to 
repair  a  fractured  denture,  or  to  form  a 
new  denture  base.  This  device  is  not 
available  for  over-the-counter  (OTC) 
use. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  denture  relining, 
repairing,  or  rebasing  resin  be  classified 
into  class  II  because  the  chemical 
properties  of  this  device  may  cause  oral 
tissue  irritation.  Materials  used  in  the 
device  should  meet  a  generally  accepted 
satisfactory  level  of  tissue  compatibility. 
The  Panel  believes  that  general  controls 
alone  would  not  provide  sufficient 
control  over  this  characteristic.  The 
Panel  believes  that  a  performance 
standard  will  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufHcient  information  to 
establish  a  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  Tissue  irritation: 
The  materials  used  in  the  device  may 
cause  oral  tissue  irritation. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
denture  relining,  repairing,  or  rebasing 
resins  be  classified  into  class  II 
(performance  standards).  FDA  believes 
that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
w'ould  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

On  April  28, 1978,  the  agency 
terminated  allbf  the  device 
classification  panels  and  reestablished 


them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  re  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisiohs,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3760,  to  read  as 
follows: 

§  872.3760  Denture  reHning,  repairing,  or 
rebasing  resin. 

(a)  Identification.  A  denture  relining. 
repairing,  or  rebasing  resin  is  a  device 
composed  of  materials,  such  as  a  methyl 
methacrylate,  that  is  used  to  reline  a 
denture  surface  that  contacts  tissue,  to 
repair  a  fractured  denture,  or  to  form  a 
new  denture  base.  'This  device  is  not 
available  for  over-the-coimter  (OTC) 
use. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated;  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulator}' Affairs. 

(Fit  Due.  89-39882  Filed  12-29-80;  8:45  am| 
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summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  pit  and  fissure  sealants  and 
conditioners  into  class  II  {performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments.  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
date:  Comments  by  March  2, 1981.  FDA 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville.  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  pit  and  fissure  sealants 
and  conditioners: 

1.  Identification:  A  pit  and  fissure 
sealant  and  conditioner  is  a  device 
composed  of  resin,  such  as  polymethyl 
methacrylate,  that  is  used  primarily  in 
young  children  to  seal  pit  and  fissure 
depressions  (faults  in  tooth  enamel)  in  - 
the  biting  surfaces  of  teeth  in  order  to 
prevent  cavities. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation;  The  Panel 
recommends  that  pit  and  fissure 
sealants  and  conditioners  be  classified 
into  class  II  because  tooth  decay  may 
result  if  the  sealant  fails  to  remain  in  the 
tooth.  Materials  used  in  the  device 
should  also  meet  a  generally  accepted 
satisfactory  level  of  tissue  compaliblilly. 
The  Panel  believes  that  general  controls 


alone  would  not  provide  sufficient 
control  over  these  characteristics.  The 
Panel  believes  that  a  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
member's  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry,  and  on  review 
of  the  literature  (Refs.  1,  2,  and  3).  "The 
literature  review  reveals  that  pit  and 
fissure  sealants  and  conditioners,  if 
applied  to  areas  without  caries,  are  safe 
and  effective. 

5.  Risks  to  health;  (a)  Tooth  decay; 

Acid  etchant  (removal  of  tooth  enamel 
coating  to  enhance  resin  bonding)  may 
cause  decalcification  of  tooth  enamel 
and  lead  to  tooth  decay. 

(b)  Adverse  tissue  reaction;  If  the 
materials  in  the  device  are  not 
biocompatible,  the  patient  may  have  an 
adverse  tissue  reaction. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
pit  and  fissure  sealants  and  conditioners 
be  classified  into  class  II  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons  from  9  a.m.  to  4  p.m.. 
Monday  through  Friday. 
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On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 


published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3765,  to  read  as 
follows: 

§  872.3765  Pit  and  fissure  sealant  and 
conditioner. 

(a)  Identification.  A  base  pit  and 
fissure  sealant  and  conditioner  is  a 
device  composed  of  resin,  such  as 
polymethylmethacrylate,  that  is  used 
primarily  in  young  children  to  seal  pit 
and  fissures  depressions  (faults  in  tooth 
enamel)  in  the  biting  surfaces  of  teeth  in 
order  to  prevent  cavities. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket* 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f fairs. 

|FR  Doc.  80-39683  Filed  12-29-80. 8:45  am) 
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summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
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classifying  temporary  crown  and  bridge 
resins  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Devices  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fisher  Lane,  Rockville.  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring.  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  P’DA  adivisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  temporary  crown  and 
bridge  resins: 

1.  Identification:  A  temporary  and 
bridge  resin  is  a  device  composed  of  a 
m.aterial,  such  as 

polmethylmethacrylate,  that  is  used  to 
make  a  temporary  prothesis,  such  as  a 
crown  or  bridge.  The  temporary 
prothesis  is  used  until  a  permanent 
restoration  is  fabricated. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  temporary  crown  and 
bridge  resins  be  exempt  from  records 
and  reports  requirements  under  section 
519  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  360i)  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act  (21  U.S.C. 
360j  (f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  temporary  crown  and 
bridge  resins  be  classified  into  class  I 


because  the  Panel  believes  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  r'ecords  and  reports  requirements 
and  the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  temporary 
crown  and  bridge  resins  in  the  practice 
of  dentistry. 

5.  Risks  to  health;  None  identified. 
Proposed  CiassiHcation 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
temporary  crown  and  bridge  resins  be 
classified  into  class  II  (performance 
standards).  The  properties  of  the 
materials  used  to  form  temporary  crown 
and  bridge  resins  depend  upon  the 
proper  composition  of  these  materials. 
Moreover,  temporary  crown  and  bridge 
resins  directly  contact  oral  tissues. 
Altering  the  composition  of  the 
materials  used  in  the  device  or 
contamination  of  the  materials  with 
other  substances  may  cause  adverse 
tissue  reactions,  thus  placing  the  patient 
unnecessarily  at  risk.  The  agency 
believes  that  a  performance  standard  is 
neccessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

Because  the  agency  has  determined 
that  temporary  crown  and  bridge  resins 
should  be  classified  into  class  II  rather 
than  class  I,  the  agency  is  not  required 
to  publish  a  regulation  adopting  or 
rejecting  the  Panel  recommendation  that 
this  device  be  exempt  from  the  records 
and  reports  requirements  under  section 
519  and  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 


the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1).  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3770,  to  read  as 
follows: 

§  872.3770  Temporary  crown  and  bridge 
resin. 

(a)  Identification.  A  temporary  crown 
and  bridge  resin  is  a  device  composed  of 
a  material,  such  as  polymethyl¬ 
methacrylate,  that  is  used  to  make  a 
temporary  prothesis,  such  as  a  crown  or 
bridge^ The  temporary  prothesis  is  used 
until  a  permanent  restoration  is 
fabricated. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday^rough 
Friday. 

Dated:  November  19. 1980. 

William  F.  Randolph, 

Acting  .^ssociaUi  Commissioner  for 
Regulatory  Affairs. 

P'R  Doc.  8(>-:<96M  Filed  12-29-8(1;  8:45  um| 
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21  CFR  Part  872 

[Docket  No.  78N-2904] 

Medical  Devices;  Classification  of  Root 
Canal  Posts 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  root  canal  posts  into  class  11 


86042 


Federal  Register  /  Vol. 


(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

dates:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  root  canal  posts: 

1.  Identification:  A  root  canal  post  is  a 
metal  device  thRt  is  cemented  into  the 
root  canal  of  a  tooth  to  stabilize  and 
support  a  restoration. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  root  canal  posts  be 
exempt  from  premarket  notification 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  IJ.S.G 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  root  canal  posts  ba 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
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has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members'  personal  knowledge  of,  and 
clinical  experience  with,  root  canal 
posts  in  the  practice  of  dentistry, 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
root  canal  posts  be  classified  into  class 
II  (performance  standards).  The 
properties  of  the  materials  used  to  form 
root  canal  posts  depend  upon  the 
correct  composition  of  these  materials. 
Moreover,  root  canal  posts  directly 
contact  oral  tissues.  Altering  the 
composition  of  the  materials  used  in  the 
device  or  contamination  of  the  materials 
with  other  substances  may  cause 
adverse  tissue  reactions,  thus  placing 
the  patient  unnecessarily  at  risk.  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  root  canal  posts  should  be 
classified  into  class  II  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  premarket 
notification  procedures  under  section 
510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Registw  of  May  19, 1978  (43 
FR  21666,  21667,  and  2168)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
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identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elswhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3810,  to  read  as 
follows: 

§  872.3810  Root  canal  post 

(a)  Identification.  A  root  canal  post  is 
a  metal  device  that  is  cemented  into  the 
root  canal  of  a  tooth  to  stabilize  and 
support  a  restoration. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  o'*  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980 
William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

IKK  Doc.  (10-39885  Filed  12-29-80:  8:45  amj 
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21  CFR  Part  872 

(Docket  No.  78N-2905] 

Medical  Devices;  Classification  of  Root 
Canal  Filling  Resins 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  root  canal  filling  resins  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
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the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857, 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301^27-7536, 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  root  canal  filling  resins: 

1.  Identification:  A  root  canal  filling 
resin  is  a  device  composed  of  a  material, 
such  as  methyl  methacrylate,  that  is 
used  during  endodontic  therapy  to  fill 
the  root  canal  of  a  tooth. 

2.  Recommended  classification:  Class 
1  (general  controls).  The  Panel 
recommends  that  root  canal  filling 
resins  be  exempt  from  premarket 
notification  under  section  510(k)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(21  U.S.C.  360(k]),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  root  canal  filling 
resins  be  classified  into  class  1  because 
the  Panel  believes  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 


the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  to  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  root  canal 
filling  resins  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
root  canal  filling  resins  be  classified  into 
class  II  (performance  standards).  The 
properties  of  the  materials  used  to  form 
root  canal  filling  resins  depend  upon  the 
correct  composition  of  these  materials. 
Moreover,  root  canal  filling  resins 
directly  contact  oral  tissue.  Altering  the 
composition  of  the  materials  used  in  the 
device  or  contamination  of  the  materials 
with  other  substances  may  cause 
adverse  tissue  reactions,  thus  placing 
the  patient  unnecessarily  at  risk.  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  root  canal  filling  resins  should  be 
classified  into  class  II  rather  than  class 
I.  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  premarket 
notification  procedures  under  section 
510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 


Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3820,  to  read  as 
follows: 

§  872.3820  Root  canal  filling  resin. 

(a)  Identification.  A  root  canal  filling 
resin  is  a  device  composed  of  material, 
such  as  methylmethacrylate,  that  is  used 
during  endodontic  therapy  to  fill  the  root 
canal  of  a  tooth. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
.  March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated;  November  19, 1980. 

William  F.  Randolph, 

.Acting  Associate  Commissioner  for 
Regulatory  .A  f fairs. 

|FR  Doc.  80-39880  Filed  IZ-CS-SO.  6:45  am] 
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21  CFR  Part  872 

[Docket  No.  78N-2906] 

Medical  Devices;  Classification  of 
Endodontic  Paper  Points 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  endodontic  paper  points  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
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device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305J, 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville.  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  {HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave„ 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendations  regarding 
the  classfication  of  endodontic  paper 
points: 

1.  Identification:  A  endodontic  paper 
point  is  a  device  made  of  paper  that  is 
used  during  endodontic  thereapy  to  dry, 
or  apply  medication  to,  the  root  canal  of 
a  tooth. 

2.  Recommended  classification;  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
Act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  endodontic  paper 
points  be  classified  into  class  I  because 
the  Panel  believes  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 


4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  endodontic 
paper  points  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  disagrees  with  the  Panel’s 
recommendation  and  is  proposing  that 
endodontic  paper  points  be  classified 
into  class  II  (performance  standards). 
The  properties  of  the  materials  used  to 
form  endodontic  paper  points  depend 
upon  the  proper  composition  of  these 
materials.  Moreover,  endodontic  paper 
points  directly  contact  oral  tissue. 
Altering  the  composition  of  the 
materials  used  in  the  device  or 
contamination  of  the  materials  with 
other  substances  may  cause  adverse 
tissue  reactions,  thus  placing  the  patient 
unnecessarily  at  risk.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

Because  the  agency  has  determined 
that  endodontic  paper  points  should  be 
classified  into  class  II  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  premarket 
notification  procedures  under  section 
510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under.section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666.  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 


Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3830,  to  read  as 
follows: 

§  872.3830  Endodontic  paper  point. 

(a)  Identification.  An  endodontic 
paper  point  is  a  device  made  of  paper 
that  is  used  during  endontic  therapy  to 
dry,  or  apply  medication  to,  the  root 
canal  of  a  tooth._ 

(b)  Classification,  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated;  November  19. 1980. 

VVilliam  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|I'R  Out.  HO-39887  Filed  12-29-80:  8:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N-2907I 

Medical  Devices;  Classification  of 
Endodontic  Silver  Points 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  endodontic  silver  points  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  to  be  classified  into  class 
1  (general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981. 
FD.A  proposes  that  the  final  regulation 
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based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  .Administration.  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION; 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  porposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  endodontic  silver 
points: 

1.  Identification:  An  endodontic  silver 
point  is  a  device  made  of  silver  that  is 
used  during  endodontic  therapy  to  fill 
permanently  the  root  canal  of  a  tooth. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  under 
section  510{k)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  U.S.C.  360(k)), 
records  and  reports  requirements  under 
section  519  of  the  act  (21  U.S.C.  360i), 
and  the  good  manufacturing  practice 
regulation  qnder  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  endodontic  silver 
points  be  classified  into  class  1  because 
the  Panel  believes  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of.  affd 
clinical  experience  with,  endodontic 
silver  points  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 


Proposed  Classification 

FDA  disagrees  with  the  Panel’s 
recommendation  and  is  proposing  that 
endodontic  silver  points  be  classified 
into  class  II  (performance  standards). 

The  properties  of  the  materials  used  to 
form  endodontic  silver  points  depend 
upon  the  proper  composition  of  these 
materials.  Moreover,  endodontic  silver 
points  directly  contact  oral  tissue. 
Alterting  the  composition  of  the 
materials  used  in  the  device  or 
contamination  of  the  materials  with 
other  substances  may  cause  adverse 
tissue  reactions,  thus  placing  the  patient 
unnecessarily  at  risk.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

Because  the  agency  has  determined 
that  endodontic  silver  points  should  be 
classified  into  class  II  rather  than  class 
1,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  premarket 
notification  procedures  under  section 
510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Diug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  37i(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3840,  to  read  as 
follows: 


§  872.3840  Endodontic  silver  point. 

(a)  Identification.  An  endodontic 
silver  point  is  a  device  made  of  silver 
that  is  used  during  endodontic  therapy 
to  fill  permanently  the  root  canal  of  a 
tooth. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-39888  Filed  12-29-80:  8:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N-2908] 

Medical  Devices;  Classification  of 
Guita  Percha 

AGENCY:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  gutta  percha  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FD.4,  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
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address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  {HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  gutta  percha: 

1.  Identification:  Gutta  percha  is  a 
device  made  from  coagulated  sap  of 
certain  tropical  trees  that  is  used  during 
endodontic  therapy  to  fill  the  root  canal 
of  a  tooth.  The  gutta  percha  is  softened 
by  heat  and  inserted  into  the  root  canal, 
where  it  hardens  as  it  cools. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  gutta  percha  be 
exempt  from  premarket  notification 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
3f)0{k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation;  The  Panel 
recommends  that  gutta  percha  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  arc 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  gutta  percha  in 
the  practice  of  dentistry. 

5.  Risks  to  health;  None  identified. 


Proposed  Classification 

F’DA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
gutta  percha  be  classified  into  class  II 
(performance  standards).  The  properties 
of  the  materials  used  to  form  gutta 
percha  depend  upon  the  correct 
composition  of  these  materials. 

Moreover,  gutta  percha  directly  contacts 
oral  tissues.  Altering  the  composition  of 
the  materials  used  in  the  device  or 
contamination  of  the  materials  with 
other  substances  may  cause  adverse 
tissue  reactions,  thus  placing  the  patient 
unnecessarily  at  risk.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the  * 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

Because  the  agency  has  determined 
that  gutta  percha  should  be  classified 
into  class  II  rather  then  class  I,  the 
agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  premarket 
notification  procedures  under  section 
510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name,  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3850,  to  read  as 
follows: 

§  872.3850  Gutta  percha. 

(a)  Identification.  Gutta  percha  is  a 
device  made  from  coagulated  sap  of 


certain  tropical  trees  that  is  used  to  fill 
the  root  canal  of  a  tooth.  The  gutta 
percha  is  softened  by  heat  and  inserted 
into  the  root  canal,  where  it  hardens  as 
it  cools. 

(b)  Classification,  Class  11 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane.  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19. 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Dot.  80-39889  Filed  12-29-80;  8:45  atn| 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 

(Docket  No.  78N-29091 

Medical  Devices;  Classification  of 
Endodontic  Stabilizing  Splints 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  endodontic  stabilizing  splints 
into  class  II  (performance  standards). 
FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  11.  The  effect  of  the 
classifying  a  device  into  class  II  Is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1978. 
DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 
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FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 
SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
and  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  endodontic  stabilizing 
splints. 

1.  Identification:  An  endodontic 
stabilizing  splint  is  a  device  made  of  a 
material  such  as  titanium  that  is  used  to 
stabilize  a  tooth  by  inserting  the  device 
through  the  root  canal  and  into  the 
upper  or  lower  jaw  bone. 

2.  Recommended  classiflcation:  Class 
11  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  endodontic  stabilizing 
splints  be  classified  into  class  11  because 
improperly  constructed  devices  may 
cause  infection  or  adverse  tissue 
reactions.  Materials  used  in  the  device 
should  meet  a  generally  accepted 
satisfactory  level  of  tissue  compatibility. 
The  panel  believes  that  general  controls 
alone  would  not  provide  sufficient 
control  over  this  characteristic.  The 
Panel  believes  that  a  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  (a)  Infection:  If  the 
device  cannot  be  properly  sterilized, 
postsurgical  infection  may  occur,  (b) 
Fracture  of  the  root:  If  faulty  materials 
are  used  to  construct  the  device,  the 
stabilizing  splint  could  break  within  the 
root  canal,  causing  fracture  of  the 
tooth’s  root  and  possible  infection,  (c) 
Adverse  tissue  reaction;  If  the  materials 
used  in  construction  of  the  device  are 
not  biocompatible,  the  patient  may  have 
an  adverse  tissue  reaction. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
endodontic  stabilizing  splints  be 
classified  into  class  II  (performance 


standards).  The  agency  believes  that 
endodontic  stabilizing  splints  should  be 
considered  implants,  because  they  are 
designed  to  be  placed  within  the  tissues 
of  the  human  body  and  remain  for  an 
indefinite  period  of  time.  The  agency 
believes  that,  although  the  device  is  an 
implant,  premarket  approval  is  not 
necessary  to  assure  the  safety  and 
effectiveness  of  the  device.  Strock  and 
Strock  (Ref.  1)  report  a  method  for 
increasing  the  stability  of  anterior  teeth, 
the  roots  of  which  were  shortened  or 
amputated  by  disease.  After  the  pulp 
and  granulation  tissue  have  been 
removed  from  a  tooth,  a  vitallium  or 
tantalum  rod  is  inserted  through  the 
crown  and  into  the  root.  Regeneration  of 
bone  occurs  around  the  end  of  the  rod, 
increasing  the  stability  of  the  tooth. 
Linkow,  et  al.  (Ref.  2)  state  that  there  is 
substantial  radiographic  evidence  that 
endodontic  implants  are  well  tolerated 
by  tissue  and  that  bone  regeneration 
occurs  around  the  implant.  According  to 
Linkow,  because  endodontic  implants 
are  completely  imbedded  in  tissue  and 
do  not  protrude  into  the  oral  cavity, 
there  is  no  danger  of  infection  or 
irritation  from  chemical  reactions 
caused  by  substances  in  the  mouth.  FDA 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons  from  9  a.m.  to  4  p.m., 
Monday  through  Friday. 
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On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 


committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3890,  to  read  as 
follows: 

§  872.3890  Endodontic  stabilizing  splint. 

(a)  Identification,  An  endodontic 
stabilizing  splint  is  a  device  made  of  a 
material  such  as  titanium  that  is  used  to 
stabilize  a  tooth  by  inserting  the  device 
through  the  root  canal  and  into  the 
upper  or  lower  jaw  bone. 

(b)  Classification.  Class  III 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  Docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f fairs. 

|FR  Doc.  80-39890  Filed  12-29-80;  8:45  am| 
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21  CFR  Part  872 
[Docket  No.  78N-2910] 

Medical  Devices;  Classification  of 
Posterior  Artificial  Teeth  With  Metal 
Inserts 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  posterior  artificial  teeth  with 
metal  inserts  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
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safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  Proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Office  of  the  Hearing  Clerk  (HFA-305}. 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recomuiendation  regarding  the 
classfication  of  posterior  artificial  teeth 
with  metal  inserts: 

1.  Identification;  A  posterior  artificial 
tooth  with  metal  insert  is  a  porcelain 
device  with  a  metal  insert  that  is  used  to 
replace  a  natural  tooth.  The  device  is 
attached  to  surrounding  teeth  by  a 
bridge  and  provides  both  an 
improvement  in  appearance  and  a 
functional  occlusion  (bite)  which 
improves  chewing  ability. 

2.  P.ecommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  under 
section  510(k)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  U.S.C.  360(k)), 
records  and  reports  requirements  under 
section  519  of  the  act  (21  U.S.C.  360i), 
and  the  good  manufacturing  practice 
regulation  under  520(f)  of  the  act  (21 
U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  posterior  artificial 
teeth  with  metal  inserts  be  classified 
into  class  1  because  the  Panel  believes 
that  general  controls  are  sufficient  to 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 
This  device  has  been  used  in  dentistry 
for  many  years.  The  materials  used  in 
the  device  that  contact  the  body  have 
known  and  acceptable  properties.  The 
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Panel  believes  that  manufacturers  of 
this  device  should  not  be  required  to 
comply  w'ith  premarket  notification 
procedures,  records  and  reports 
requirements,  and  the  good 
manufacturing  practice  regulation 
because  this  is  a  simple  device  that 
presents  no  undue  risks'  to  health  when 
used  in  a  normal  manner  and  for  the 
purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  posterior 
artificial  teeth  with  metal  inserts  in  the 
practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
posterior  artificial  teeth  with  metal 
inserts  be  classified  into  class  II 
(performance  standards).  The  properties 
of  the  materials  used  to  form  posterior 
artificial  teeth  with  metal  inserts  depend 
upon  the  correct  composition  of  these 
materials.  Moreover,  posterior  artificial 
teeth  with  metal  inserts  directly  contact 
oral  tissues.  Altering  the  composition  of 
the  materials  used  in  the  device  or 
contamination  of  the  materials  with 
other  substances  may  cause  adverse 
tissue  reactions,  thus  placing  the  patient 
unnecessarily  at  risk.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

Because  the  agency  has  determined 
that  posterior  artificial  teeth  with  metal 
inserts  should  be  classified  into  class  II 
rather  than  class  I,  the  agency  is  not 
required  to  publish  a  regulation  adopting 
or  rejecting  the  Panel  recommendation 
that  this  device  be  exempt  from  The 
preniarket  notification  procedures  under 
section  510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 


1980  /  Proposed  Rules 


identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisoiy 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsehwere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3900,  to  read  as 
follows: 

§  872.3900  Posterior  artificial  tooth  with 
metal  insert. 

(a)  Identification.  A  posterior  artificial 
tooth  with  a  metal  insert  is  a  porcelain 
device  with  metal  insert  that  is  used  to 
replace  a  natural  tooth.  The  device  is 
attached  to  surrounding  teeth  by  a 
bridge  and  provides  both  an 
improvement  in  appearance  and  a 
functional  occlusion  (bite)  which 
improves  chewing  ability. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2. 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration.  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f fairs. 

|FR  Doc.  80-39891  Filed  12-29-80:  8:45  iiml 
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21  CFR  Part  872 

[Docket  No.  78N-2911] 

Medical  Devices;  Classification  of 
Backing  and  Facing  for  Artificial  Teeth 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  backing  and  facing  for 
artificial  teeth  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
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Classification  Panel  that  the  device  be 
classified  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  ol  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  Proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.*4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classfication  of  backing  and  facing  for 
artificial  teeth: 

1.  Identification:  A  backing  and  facing 
for  an  artificial  tooth  is  a  device  used  in 
the  fabrication  of  a  fixed  or  removable 
dental  appliance,  such  as  a  crown  or 
bridge.  The  backing,  which  is  made  of 
gold,  is  attached  to  the  dental  appliance 
and  supports  the  tooth-colored  facing, 
which  is  made  of  porcelain  or  plastic. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  under 
section  510(k)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  U.S.C.  360(k)), 
records  and  reports  requirements  under 
section  519  of  the  act  (21  U.S.C.  360i), 
and  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation;  The  Panel 
recommends  that  backing  and  facing  for 
artificial  teeth  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 


effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  backing  and 
facing  for  artificial  teeth  in  the  practice 
of  dentistry. 

5.  Risk  to  health:  None  identified. 
Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
backing  and  facing  for  artificial  teeth  be 
classified  into  class  II  (performance 
standards).  The  properties  of  the 
materials  used  to  form  backing  and 
facing  for  artificial  teeth  depend  upon 
the  proper  composition  of  these 
materials.  Moreover,  backing  and  facing 
for  artificial  teeth  directly  contact  oral 
tissue.  Altering  the  composition  of  the 
materials  used  in  the  device  or 
contamination  of  the  materials  with 
other  substances  may  cause  adverse 
tissue  reactions,  thus  placing  the  patient 
unnecessarily  at  risk.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient'to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

Because  the  agency  has  determined 
that  backing  and  facing  for  artificial 
teeth  should  be  classified  into  class  II 
rather  than  class  I,  the  agency  is  not 
required  to  publish  a  regulation  adopting 
or  rejecting  the  Panel  recommendation 
that  this  device  be  exempt  from  the 
premarket  notification  procedures  under 
section  510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 


the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  C 
by  adding  new  §  872.3910,  to  read  as 
follows: 

§  872.3910  Backing  and  facing  for  artificial 
teeth. 

(a)  Identification.  A  backing  and 
facing  for  an  artificial  tooth  is  a  device 
used  in  the  fabrication  of  a  fixed  or 
removable  dental  appliance,  such  as  a 
crown  or  bridge.  The  backing,  which  is 
made  of  gold,  is  attached  to  the  dental 
appliance  and  supports  the  tooth- 
colored  facing,  which  is  made  of 
porcelain  or  plastic. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this.proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f fairs. 

[FR  Doc.  BO-39892  Filed  12-29-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N-2912] 

Medical  Devices;  Classification  of 
Porcelain  Teeth 

agency:  Food  and  Drug.  Administration. 
ACTION  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
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classifying  porcelain  teeth  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm  4-62, 
5600  Fishers  Lane,  Rockville,  MD  20857, 
FOR  FURTHER  INFORMATION  CONTACT: 
Gregory  Singleton,  Bureau  of  Medical 
Devices  {HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 
SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  porcelain  teeth: 

1.  Identification:  A  porcelain  tooth  is  a 
device  made  of  porcelain  powder  for 
clinical  use  that  is  used  in  the 
construction  of  both  fixed  and 
removable  prostheses,  such  as  crowns 
and  partial  dentures, 

2.  Recommended  classification;  Class 
11  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  porcelain  teeth  be 
classified  into  class  II  because  the 
materials  used  in  the  device  should  meet 
a  generally  accepted  satisfactory  level 
of  tissue  compatibility.  In  addition,  the 
fluorescing  agents  in  the  porcelain 
powder  for  clinical  use  that  is  used  to 
make  the  porcelain  teeth  may  contain 
radioactive  components  which  decay, 
resulting  in  the  production  of  prosthetic 
devices  that  emit  readiation.  The  Panel 
believes  that  general  controls  alone 
would  not  provide  sufficient  control 
over  these  characteristics.  The  Panel 
believes  that  a  performance  standard 
would  provide  reasonable  assurance  of 


the  safety  and  effectiveness  of  the 
device  and  that  there  is  sufficient 
information  to  establish  a  performance 
standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panef 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  (a)  Exposure  to 
radiation:  The  patient  may  be  exposed 
to  radiation  emitted  by  fluorescent 
agents  in  the  porcelain  by  protheses 
made  from  porcelain  powder  for  clinical 
use  that  contains  radioactive 
ingredients,  (b)  Adverse  tissue  reaction; 
If  the  materials  used  in  the  construction 
of  the  device  are  not  biocompatible,  the 
patient  may  have  an  adverse  tissue 
reaction. 

Proposed  ClassiHcation 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
porcelain  teeth  be  classified  into  class  II 
(performance  standards).  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  Exposure  of  surrounding 
tissue  to  the  ionizing  radiation  emitted 
by  radioactive  material  that  may  be 
present  in  dental  products  fabricated 
from  porcelain  powder  for  clinical  use 
may  result  in  acute  tissue  damage,  if  the 
radiation  is  sufficiently  intense,  or  in 
neoplastic  (abnormal)  changes,  if 
radiation  is  chronically  received  at 
lower  levels.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establisli  a  performance  standard  for 
this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  wnth 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs,  513, 
701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 


Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3920,  to  read  as 
follows: 

§  872.3920  Procelain  teeth. 

(a)  Identification.  A  porcelain  tooth  is 
a  prefabricated  device  made  of 
porcelain  powder  for  clinical  use  that  is 
used  in  the  construction  of  both  fixed 
and  removable  prostheses,  such  as 
crowns  and  partial  dentures. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2. 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration.  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may, 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated;  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  80-39893  Filed  12-29-80;  8:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N-2913] 

Medical  Devices;  Classification  of  Zinc 
Oxide  Eugenol 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  zinc  oxide  eugenol  into  class 
II  (performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  II.  The 
effect  of  the  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
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ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
and  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  zinc  oxide  eugenol: 

1.  Identification:  Zinc  oxide  eugenol  is 
a  device  material  that  is  used  as  a  base 
cement  for  temporary  fillings  and  as  a 
cementing  agent. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  zinc  oxide  eugenol  be 
classified  into  class  II  because  the 
device  may  cause  irritation  to  tooth 
pulp.  Materials  used  in  the  device 
should  meet  a  generally  accepted 
satisfactory  level  of  tissue  compatibility. 
The  Panel  believes  that  general  controls 
alone  would  not  provide  sufficient 
control  over  this  characteristic.  The 
Panel  believes  that  a  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  Adverse  tissue 
reaction:  If  the  materials  used  in  the 
device  are  biocompatible,  the  patient 
may  have  an  adverse  tissue  reaction. 

Proposed  ClassiHcation 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
zinc  oxide  eugenol  be  classified  into 
class  II  (performance  standards).  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 


insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  woule  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.3980,  to  read  as 
follows: 

§  872.3980  Zince  oxide  eugenol. 

(a)  Identification.  Zinc  oxide  eugenol 
is  a  device  material  that  is  used  as  a 
base  cement  for  temporary  fillings  and 
as  a  cementing  agent. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  indivuduals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980 
Williani  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[re  Doc.  39894  Filed  12-29-80;  8:4.S  am| 

BILLING  CODE  4110-03-M  § 


2TCFR  Part  872 
(Docket  No.  78N-30271 

Medical  Devices;  Classification  of 
Endodontic  Broaches 
agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  endodontic  broaches  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981.  ’ 
FDA  Proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 
SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerri’ng  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classfication  of  endodontic  broaches: 

1.  Identification:  An  endodontic 
broach  is  a  hand-held  device  used  to 
remove  the  pulp  from  a  tooth  during 
endodontic  (root  canal)  procedures. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C, 

360(k))  and  the  good  manufacturing 
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practice  regulation  under  section  520(1) 
of  the  act  (21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  endodontic  broaches 
be  classified  into  class  I  because  the 
Panel  believes  that  general  controls  are 
sufTicient  to,  ensure  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purposes  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  endodontic 
broaches  in  the  practice  of  dentistry. 

5.  Risk  to  health:  None  identified. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
endodontic  broaches  be  classified  into 
class  II  (performance  standards).  The 
properties  of  the  materials  used  to  form 
endodontic  broaches  depend  upon  the 
proper  composition  of  these  materials. 
Moreover,  endodontic  broaches  directly 
contact  oral  tissue.  Altering  the 
composition  of  the  materials  used  in  the 
device  or  contamination  of  the  materials 
with  other  substances  may  cause 
adverse  tissue  reactions,  thus  placing 
the  patient  unnecessarily  at  risk.  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  endodontic  broaches  should  be 
classified  into  class  II  rather  than  class 

1.  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
panel  recommendation  that  this  device 
be  exempt  from  the  premarket 
notification  procedures  under  section 
510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 


On  April  28. 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666.  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  B 
by  adding  new  §  872.4040,  to  read  as 
follows: 

§  872.4040  Endodontic  broach. 

(a)  Identification.  An  endodontic 
broach  is  a  hand-held  device  used  to 
remove  the  pulp  from  a  tooth  during 
endodontic  (root  canal)  procedures. 

(b)  Classification.  Class  II 
(Performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  fur 
Regulatory  A  ffairs. 

(FR  Doc.  60-39895  Filed  12-29-80: 8:45  am] 

BILUNG  CODE  4t10-03-M 


21  CFR  Part  872 

(Docket  No.  78N-2914] 

Medical  Devices;  Classification  of 
Dental  Wax  Carvers 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 


classifying  dental  wax  carvers  into  class 
I  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  Proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  •(HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommend  ition 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classfication  of  dental  wax  carvers: 

1.  Identification:  A  dental  wax  carver 
is  a  device  used  to  shape  wax  into  a 
mold  cavity  for  casting  removable  and 
fixed  restorative  dental  appliances.  The 
device  is  a  hand  instrument  with  a 
smoothing  tip  at  one  end  and  a  carving 
tip  at  the  opposite  end. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  dental  wax  carvers  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  Panel  believes  that 
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manufacturers  of  this  device  not  be 
required  to  comply  with  premarket 
notification  procedures,  records  and 
reports  requirements,  and  the  good 
manufacturing  practice  regulation 
because  a  dental  wax  carver  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  dental  wax 
carvers  in  the  practice  of  dentistry. 

5.  Risk  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
dental  wax  carvers  be  classified  into 
class  I  (general  controls).  The  agency 
believes  that  general  controls  are 
sufficient  to  control  the  risks  to  health 
presented  by  the  device. 

In  response  to  the  Panel’s 
recommendations  that  manufacturers  of 
dental  wax  carvers  be  exempt  from 
section  510{k)  of  the  act  (21  U.S.C. 

360(k)),  FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration 
and  device  listing  under  section  510(a} 
through  (I)  of  the  act,  but  exempt  from 
premarket  notification  under  section 
510(k)  of  the  act  and  Subpart  E  of  Part 
807  of  the  regulations.  Under  section 
510(g)(4)  of  the  act,  the  agency  may 
exempt  a  manufacturer  from  section  510 
only  it  finds  that  compliance  with  this 
section  is  not  necessary  for  the 
protection  of  the  public  health.  In  the 
case  of  registration  and  listing  by 
manufacturers  of  dental  wax  carvers, 
the  agency  cannot  make  the  required 
finding.  To  protect  the  public  health,  the 
agency  needs  to  be  able  to  identify  the 
firms  manufacturing  this  device  and  to 
conduct  necessary  inspections.  The 
agency  has  determined,  however,  that  it 
is  not  necessary  for  the  protection  of  the 
public  health  that  FDA  receive 
premarket  notification  submissions 
concerning  dental  wax  carvers.  The 
agency  does  not  at  this  time  anticipate 
that  premarket  approval  will  be  required 
for  this  device.  The  agency  believes  that 
the  semiannual  updating  of  device 
listing  under  section  510(j)(2)  will 
provide  FDA  with  adequate  notice 
concerning  new  products  within  this 
generic  type  of  device. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
dental  wax  carvers  be  exempt  from 
records  and  reports  regulations  under 
section  519  of  the  act  (21  U.S.C.  360i). 
The  records  and  reports  requirements  in 
several  of  FDA’s  present  device 
regulations  are  authorized,  wholly  or  in 


part,  by  section  519.  The  most  extensive 
of  these  requirements  is  found  in  the 
device  good  manufacturing  practice 
(GMP)  regulation,  published  in  the 
Federal  Register  of  July  21, 1978  (43  FR 
31508).  In  the  future,  FDA  will  publish 
other  regulations  under  section  519, 
including  regulations  requiring  reports  to 
FDA  of  experience  with  medical 
devices.  Until  these  regulations  are 
issued,  FDA  believes  that  it  cannot 
properly  issue  exemptions  from  them.  In 
the  future,  whenever  the  agency 
proposes  device  regulations  that  include 
records  and  reports  requirements, 
interested  persons  may  submit 
comments  requesting  that  certain 
classes  of  manufacturers  or  other 
persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers.from  requirements  of  the 
devioe  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
dental  wax  carvers  be  exempt  from  the 
device  good  manufacturing  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act  (21  U.S.C.  360j(f)),  FDA  is 
proposing  that  a  manufacturer  of  this 
device  be  exempt,  in  the  manufacture  of 
the  device,  from  all  requirements  in  the 
GMP  regulation  except  §  820.180  (21 
CFR  820.180),  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  Based  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device,  the 
agency  has  determined  that  application 
of  the  GMP  regulation,  other  than 
§  §  820.180  and  820.198,  is  unlikely  to 
improve  the  safety  and  effectiveness  of 
the  device.  The  agency  believes, 
however,  that  manufacturers  of  dental 
wax  carvers  must  still  be  required  to 
comply  with  the  complaint  file 
requirements  of  §  820.198  to  ensure  that 
these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  dental  wax  carvers 
must  still  be  required  to  comply  with  the 
general  requirements  concerning  records 
in  §  820.180  to  ensure  that  FDA  has 
access  to  complaint  files,  can  investigate 
device-related  injury  reports  and 


complaints  about  product  defects,  may 
determine  whether  the  manufacturer’s 
corrective  actions  are  adequate,  and 
may  determine  whether  the  exemption 
from  other  sections  of  the  GMP 
regulation  is  still  appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  E 
by  adding  new  §  872.4075,  to  read  as 
follows: 

§  872.4075  Dental  wax  carver. 

(a)  Identification.  A  dental  wax 
carver  is  a  device  used  to  shape  wax 
into  a  mold  cavity  for  casting  removable 
and  fixed  restorative  dental  appliances. 
The  device  is  a  hand  instrument  with  a 
smoothing  tip  at  one  end  and  a  carving 
tip  at  the  opposite  end. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  The  device  also  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Interested  persons  may,  Oii  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m„  Monday  through 
Friday. 
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Dated:  November  19, 1980. 
William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f fairs. 

|FR  Due.  80-39896  Filed  12-29-80:  8:45  am| 
BILLING  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N-2915 

Medical  Devices;  Classification  of 
Manual  Bone  Drill  and  Wire  Drivers 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  manual  bone  drill  and  wire 
drivers  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FUR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring.  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  manual  bone  drill  and 
wire  drivers: 

1.  Identification:  A  manual  bone  drill 
and  wire  driver  is  a  metal  rotary  device 
that  is  used  in  reconstructive  oral 
surgery  to  drill  a  hole  into  the  upper  or  _ 
lower  jaw  in  preparation  for  insertion  of 
a  wire,  pin,  or  screw. 


2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  manual  bone 
drill  and  wire  drivers  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  manual  bone  drill  and 
wire  drivers  be  classiHed  into  class  II 
because  improper  design  of  the  device 
may  cause  bone  damage  from 
unnecessary  heat  buildup.  In  addition, 
the  materials  used  in  the  device  that 
contact  the  body  should  meet  a 
generally  accepted  satisfactory  level  of 
tissue  compatibility.  The  panel  believes 
that  general  controls  alone  would  not 
provide  sufficient  control  over  these 
characteristics.  The  panel  believes  that 
a  performance  standard  would  provide 
reasonable  assurance' of  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Paiiel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  (a)  Infection:  If  the 
device  cannot  be  cleaned  properly,  use 
of  the  device  could  cause  an  infection, 
(b)  Bone  damage:  Improper  design  of  the 
device  may  cause  bone  damage  from 
unnecessary  heat  buildup,  (c)  Adverse 
tissue  reaction:  If  the  materials  in  the 
device  are  not  biocompatible,  the 
patient  may  have  an  adverse  tissue 
reaction. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
manual  bone  drill  and  wire  drivers  be 
classified  into  class  II  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  FDA  also 
believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673.  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 


regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  E 
by  adding  new  §  872.4120,  to  read  as 
follows: 

§  872.4120  Manual  bone  drill  and  wire 
driver. 

(a)  Identification.  A  manual  bone  drill 
and  wire  driver  is  a  metal  rotary  device 
that  is  used  in  reconstructive  oral 
surgery  to  drill  a  hole  into  the  upper  or 
lower  jaw  in  preparation  for  insertion  of 
a  wire,  pin,  or  screw. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m,  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-39897  Filed  12-29-80:  8:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 
[Docket  No.  78N-2916] 

Medical  Devices;  Classification  of 
Intraoral  Dental  Drills 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  intraoral  dental  drills  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to  ~ 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
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assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  Hnal  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  {HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301^27-7536.  . 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regqrding  the 
classification  of  intraoral  dental  drills: 

1.  Identification:  An  intraoral  dental 
drill  is  a  rotary  device  that  is  attached  to 
a  dental  handpiece  and  is  used  to  drill 
holes  in  teeth  in  order  to  secure  cast  or 
preformed  pins  used  to  retain  operative 
dental  appliances. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21,  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  intraoral  dental  drills 
be  classified  into  class  I  because  the 
Panel  believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  should  not 
be  required  to  comply  with  premarket 


notification  procedures,  records  and 
reports  requirements,  and  the  good 
manufacturing  practice  regulation 
because  this  is  a  simple  device  that 
presents  no  undue  risks  to  health  when 
used  in  a  normal  manner  and  for  the 
purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  intraoral  dental 
drills  in  the  practice  of  dentistry. 

5.  Risks  to  health:  Tissue  damage:  If 
the  device  does  not  have  adequate 
strength  and  hardness,  teeth  and 
underlying  tissue  may  be  damaged. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
intraoral  dental  drills  be  classified  into 
class  II  (performance  standards).  Dental 
drills  are  used  to  cut  human  tooth 
structure,  and  must  meet  standards  of 
minimum  hardness  and  strength  to  be 
able  to  accomplish  this  cutting  function. 
The  agency  also  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
believes  that  there  is  sufficient 
information  to  establish  a  standard  for 
this  device. 

Because  the  agency  has  determined 
that  intraoral  dental  drills  should  be 
classified  into  class  II  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  premarket 
notification  procedures  under  section 
510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure,  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 


701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  E 
by  adding  new  §  872.4130,  to  read  as 
follows: 

§  872.4 1 30  Intraoral  dental  driR. 

(a)  Identification.  An  intraoral  dental 
drill  is  a  rotary  device  that  is  attached  to 
a  dental  handpiece  and  is  used  to  drill 
holes  in  teeth  in  order  to  secure  cast  or 
preformed  pins  used  to  retain  operative 
dental  appliances. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc.  eO-39A98  Filed  12-29-80;  8;45  am| 
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21  CFR  Part  872 

[Docket  No.  78N-2917J 

Medical  Devices;  Classification  of 
Powered  Bone  Drills 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for  , 
public  comment  a  proposed  regulation 
classifying  powered  bone  drills  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  II. 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
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based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  {HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave„ 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  powered  bone  drills: 

1.  Identification:  A  powered  bone  drill 
is  an  AC-powered  rotary  device  that  is 
used  in  reconstructive  oral  surgery  to 
drill  a  hole  into  the  upper  or  lower  jaw 
in  preparation  for  insertion  of  a  wire, 
pin,  or  screw. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  powered  bone  drills 
be  classified  into  class  II  because 
improper  design  of  the  device  may  cause 
bone  degeneration  from  unnecessary 
heat  buildup.  The  electricaLdesign  of  the 
device  also  must  be  controlled  to  ensure 
electrical  safety.  Moreover,  the 
materials  used  in  the  device  that  contact 
the  body  should  meet  a  generally 
accepted  satisfactory  level  of  tissue 
compatibility.  The  Panel  believes  that 
general  controls  alone  would  not 
provide  sufficient  control  over  these 
characteristics.  The  Panel  believes  that 
a  performance  standard  would  provide 
reasonable  assurance  of  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  wuth,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  (a)  Infection;  If  the 
device  cannot  be  cleaned  properly,  use 
of  the  device  could  cause  .an  infection, 
(b)  Bone  damage:  Improper  design  of  the 
device  may  cause  bone  damage  from 
unnecessary  heat  buildup,  (c)  Adverse 
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tissue  reaction:  If  the  materials  used  in 
the  device  are  not  biocompatible,  the 
patient  may  have  an  adverse  tissue 
reaction,  (d)  Electrical  shock:  Faulty 
electrical  design  or  malfunction  of  the 
device  may  cause  an  electrical  shock  to 
the  patient  or  the  user. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
powered  bone  drills  be  classified  into 
class  II  (performance  standards).  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
efffectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  E 
by  adding  new  §  872.4140,  to  read  as 
follows: 

§  872.4140  Powered  bone  drill. 

(a)  Identification'.  A  powered  bone 
drill  is  an  AC-powered  rotary  device 
that  is  used  in  reconstructive  oral 
surgery  to  drill  a  hole  into  the  upper  or 
lower  jaw  in  preparation  for  insertion  of 
a  wire,  pin,  or  screw. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
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identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f fairs. 

|FR  Due.  80-39«9g  Filed  12-29-80;  8:45  am] 
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21  CFR  Part  872 

[Docket  No.  78N-3026] 

Medical  Devices;  Classification  of 
Endodontic  Pulp  Canal  Files 

AGENCY:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  endodontic  pulp  canal  files 
into  class  II  (performance  standards). 
FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  takeif  under  the 
Medical  Devibe  Amendments  of  1976. 
dates:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  RM.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
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an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  endodontic  pulp  canal 
files: 

1.  Identification:  An  endodontic  pulp 
canal  file  is  a  hand-held  device  with  a 
finely  serrated  surface  that  is  used  to 
smooth,  enlarge,  and  clean  the  pulp 
canal  during  endodontic  (root  canal] 
procedures. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recomments  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k}  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 

360(k)},  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f]  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  this  device  be 
classified  into  class  1  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  it  is  a  simple  device 
that  presents  no  undue  risks  to  health 
when  used  in  a  normal  manner  and  for 
the  purposes  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  ClassiHcation 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
endodontic  pulp  canal  files  be  classified 
into  class  11  (performance  standards). 
The  properties  of  the  materials  used  to 
form  endodontic  pulp  canal  files  depend 
upon  the  correct  composition  of  these 
materials.  Moveover,  endodontic  pulp 
canal  files  directly  contact  oral  tissue. 
Alteration  of  the  composition  of  the 
materials  used  in  the  device  or 
contamination  of  the  materials  with 
other  substances  may  cause  adverse 
tissue  reactions,  thus  placing  the  patient 
unnecessarily  at  risk.  FDA  believes  that 
a  performance  standard  is  necessary  for 
this  device  because  general  controls 


alone  are  insufflcient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  FDA  also 
believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  endodontic  pulp  canal  files  should 
be  classified  into  class  II  rather  than 
class  I,  the  agency  is  not  required  to 
publish  a  regulation  adopting  or 
rejecting  the  Panel  recommendation  that 
this  device  be  exempt  from  the 
premarket  notification  procedures  under 
section  510(k],  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  701(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  E 
by  adding  new  §  872.4150,  to  read  as 
follows: 

§  872.4150  Endodontic  pulp  canal  file. 

(a)  Identification.  An  endodontic  pulp 
canal  file  is  a  hand-held  device  with  a 
finely  serrated  surface  that  is  used  to 
smooth,  enlarge  and  clean  the  pulp 
canal  during  endodontic  (root  canal) 
procedures. 

(b)  Classification.  Class  I 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 


9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  80-39900  Filed  12-29-80;  8:45  am) 
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21  CFR  Part  872 
[Docket  No.  78N-2918] 

Medical  Devices;  Classification  of  Air- 
Powered  Dental  Handpieces 

agency:  Food  and  Drug  Administratioa 
action:  Proposed  Rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  air-powered  dental 
handpieces  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT*. 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation  ' 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  air-powered  dental 
handpieces: 
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1.  Identification;  An  air-powered 
dental  handpiece  is  a  device  powered 
by  compressed  air  that  is  used  to 
prepare  dental  cavities  for  restorations, 
such  as  fillings,  and  for  cleaning  teeth.  A 
burr  or  cleaning  tip  is  inserted  into  the 
handpiece,  which  is  rotated  by  the 
pressure  of  the  compressed  air. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  air-powered  dental 
handpieces  be  exempt  from  premarket 
notification  procedures  under  section 
510(k)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  360(k)),  records 
and  reports  requirements  under  section 
519  of  the  act  (21  U.S.C.  360i).  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  air-powered  dental 
handpieces  be  classified  into  class  I  > 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practices 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members;  personal  knowledge  of,  and 
clinical  experience  w'ith,  air-powered 
dental  handpieces  in  the  practice  of 
dentistry. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

FDA  disagrees  w'ith  the  Panel 
recommendation  and  is  proposing  that 
air-powered  dental  handpieces  be 
classified  into  class  II  (performance 
standards).  The  device  must  he  capable 
of  sterilization  to  avoid  contamination 
and  transmission  of  infection  between 
patients.  A  performance  standard  also  is 
needed  to  assure  that  the  device  stops 
immediately  upon  release  of  the  foot 
control  in  order  to  prevent  injury  to  the 
patient.  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
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effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  air-powered  dental  handpieces 
should  be  classified  into  class  II  rather 
than  class  1,  the  agency  is  not  required 
to  publish  a  regulation  adopting  or 
rejecting  the  Panel  recommendation  that 
this  device  be  exempt  from  the 
premaiket  notification  procedures  under 
section  510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28. 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
geneial  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1).  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  E 
by  adding  new  §  872.4200,  to  read  as 
follows: 

§  872.4200  Air-powered  dental  handpiece. 

(a)  Identification.  An  air-powered 
dental  handpiece  is  a  device  powered 
by  compressed  air  that  is  used  to 
prepare  dental  cavities  for  restorations, 
such  as  fillings,  and  for  cleaning  teeth.  A 
bur  or  cleaning  tip  is  inserted  into  the 
handpiece,  which  is  rotated  by  the 
pressure  of  the  compressed  air. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 
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Dated;  November  19. 1980. 
William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Dot.  H0-3»9m  Filed  12-29-80;  8;43  ani| 
BILLING  CODE  4t10-03'M 


21  CFR  Part  872 

(Docket  No.  78N-2919I 

Medical  Devices;  Classification  of  Belt- 
Driven  Dental  Handpieces 

agency:  Food  and  Drug  Administration. 
action:  Proposed  Rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  belt-driven  dental 
handpieces  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register, 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

.A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  belt-driven  dental 
handpieces: 

1.  Identification:  A  belt-driven  dental 
handpiece  is  a  device  that  is  used  to 
prepare  dental  cavities  for  restorations. 
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such  as  fillings,  and  for  cleaning  teeth.  A 
bur  or  cleaning  tip  is  inserted  into  the 
handpiece,  which  is  rotated  by  a  belt 
running  over  a  series  of  pulleys. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 

360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  belt-driven  dental 
handpieces  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
efffectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  nqrmal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  ^rsonal  knowledge  of,  and 
clinical  experience  with,  belt-driven 
dental  handpieces  in  the  practice  of 
dentistry. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

FD.A  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
belt  driven  dental  handpieces  be 
classified  into  class  II  (performance 
standards).  The  device  must  be  capable 
of  sterilization  to  avoid  contamination 
and  transmission  of  infection  between 
patients.  A  performance  standard  is  also 
needed  to  control  the  electrical  de.sign  of 
the  device  in  order  to  prevent  electrical 
shock  to  the  patient  or  user.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 


Because  the  agency  has  determined 
that  belt-driven  dental  handpieces 
should  be  classified  into  class  II  rather 
than  class  I,  the  agency  is  not  required 
to  publish  a  regulation  adopting  or 
rejecting  the  Panel  recommendation  that 
this  device  be  exempt  from  the 
premarket  notification  procedures  under 
section  510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  E 
by  adding  new  §'872.4220,  to  read  as 
follows: 

§  872.4220  Belt-driven  dental  handpiece. 

(a)  Identification.  A  belt-driven  dental 
handpiece  is  a  device  that  is  used  to 
prepare  dental  cavities  for  restorations, 
such  as  fillings,  and  for  cleaning  teeth.  A 
bur  or  cleaning  tip  is  inserted  into  the 
handpiece,  which  is  rotated  by  a  belt 
running  over  a  series  of  pulleys. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-:305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 


Dated:  November  19. 1980. 
William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Dor.  BO-3990Z  Filed  12-29-80;  8:45  am) 
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21  CFR  Part  872 

[Docket  No.  78N-2920] 

Medical  Devices;  Classification  Of 
Rotary  Bone-Cutting  Handpieces 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  rotary  bone-cutting 
handpieces  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  11  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Room  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring.  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
and  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  rotary  bone-cutting 
handpieces: 

1.  Identification:  A  rotary  bone-cutting 
handpiece  is  an  AC-powered  dental 
device  used  to  cut  and  shape  bone  in  the 
oral  cavity. 

2.  Recommended  classificaaon:  Class 
II  (performance  standards).  The  Panel 
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recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  rotary  bone-cutting 
handpieces  be  classified  into  class  II 
because  the  electrical  properties  of  the 
device  need  to  be  controlled  in  order  to 
prevent  electrical  shock  to  the  patient  or 
user.  The  Panel  believes  that  general 
controls  alone  would  not  provide 
sufficient  control  over  this 
characteristic.  The  Panel  believes  that  a 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
member’s  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  Bone  damage: 
Improper  design  of  the  blade  could 
cause  bone  damage. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
rotary  bone-cutting  handpieces  be 
classiHed  into  class  II  (performance 
standards].  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  FDA  also 
believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  E 


by  adding  new  §  872.4240,  to  read  as 
follows: 

§  872.4240  Rotary  bone-cutting 
handpiece. 

(a)  Identification.  A  rotary  bone¬ 
cutting  handpiece  is  an  AC-powered 
dental  device  used  to  cut  and  shape 
bone  in  the  oral  cavity. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc.  80-39903  Filed  12-29-80;  8:45  am] 
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21  CFR  Part  872 

[Docket  No.  78N-2921] 

Medical  Devices;  Classification  of 
Contra  Angie  Handpiece  Attachments 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  contra  angle  handpiece 
attachments  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 


30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Room  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  ClassiHcation  Panel, 
and  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  contra  angle  handpiece 
attachments; 

1.  Identification:  A  contra  angle 
handpiece  attachment  is  an  accessory 
device  that  is  attached  to  the  end  of  a 
dental  handpiece.  The  device  is  bent  at 
an  angle  to  allow  easy  access  to,  and 
movement  within,  the  mouth.  It  is  used 
to  prepare  dental  cavities  for 
restorations,  such  as  fillings,  and  for 
cleaning  teeth. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  under 
section  510(k)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  U.S.C.  360(k]], 
records  and  reports  requirements  under 
section  519  of  the  act  (21  U.S.C.  360i), 
and  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  contra  angle 
handpiece  attachments  be  classified  into 
class  I  because  the  Panel  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  liave  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  ofthis 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufactu  ing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
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members’  personal  knowledge  of,  and 
clinical  experience  with,  contra  angle 
handpiece  attachments  in  the  practice  of 
dentistry. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
contra  angle  handpiece  attachments  be 
classified  into  class  II  (performance 
standards).  The  device  must  be  capable 
of  sterilization  to  avoid  contamination 
and  transmission  of  infection  between 
patients.  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  this  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  FDA  also 
believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  contra  angle  handpiece  attachments 
should  be  classified  into  class  II  rather 
than  Class  I,  the  agency  is  not  required 
to  publish  a  regulation  adopting  or 
rejecting  the  Panel  recommendation  that 
this  device  be  exempt  from  the 
premarket  notification  procedures  under 
section  510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register, 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  E 
by  adding  new  §  872.4260,  to  read  as 
follows: 

§872.4260  Contra  angfe  handpiece 
attachment. 

(a)  Identification.  A  contra  angle 
handpiece  attachment  is  an  accessory 
device  that  is  attached  to  the  end  of  a 


dental  handpiece.  The  device  is  bent  at 
an  angle  to  allow  easy  access  to,  and 
movement  within,  the  mouth.  It  is  used 
to  prepare  dental  cavities  for 
restorations,  such  as  fillings,  and  for 
cleaning  teeth. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  tc  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  2C857,  written 
comments  regarding  this  proposal,  Four 
copies  of  any  comments  are  to  be 
submitted,  except  tha  t  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f fairs. 

[FR  Doc.  80-39904  Filed  12-29-80:  8;45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N.2922] 

Medical  Devices;  Classification  of 
Direct  Drive  Handpteces 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  direct  drive  handpieces  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safely  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 


Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
and  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  direct  drive  handpieces: 

1.  Identification:  A  direct-drive 
handpiece  is  an  AC-powered  rotary 
device  used  to  prepare  dental  cavities 
for  restorations,  such  as  fillings,  and  for 
cleaning  teeth.  The  handpiece  is 
powered  by  a  motor  without  a  pulley. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  direct  drive 
handpieces  be  exempt  from  premarket 
notification  procedures  under  section 
510(k)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  360(k)),  records 
and  reports  requirements  under  section 
519  of  the  act  (21  U.S.C.  360i),  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  direct  drive 
handpieces  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  permarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue«risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Pailel 
based  its  recommendation  on  the  Panel 
member's  personal  knowledge  of,  and 
clinical  experience  with,  direct  drive 
handpieces  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 
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Proposed  ClassiOcation 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
direct  drive  handpieces  be  classified 
into  class  II  (performance  standards). 
The  device  must  be  capable  of 
sterilization  to  avoid  contamination  and 
transmission  of  infection  between 
patients.  A  performance  standard  is  also 
needed  to  control  the' electrical 
properties  of  the  device  in  order  to 
prevent  electrical  shock  to  the  patient  or 
user.  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  direct  drive  handpieces  should  be 
classified  into  class  II  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  premarket 
notiHcation  procedures  under  section 
510(k),  the  records  and  reports 
requirements  under  section  519  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  E 
by  adding  new  §  872.4280,  to  read  as 
follows: 

§  872.4280  Direct  drive  handpiece. 

(a)  Identification.  A  direct-drive 
handpiece  is  an  AC-powered  rotary 
device  used  to  prepare  dental  cavities 
for  restorations,  such  as  fillings,  and  for 


cleaning  teeth.  The  handpiece  is 
powered  by  a  motor  without  a  pulley. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (IIFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m„  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

|FR  Doc.  80-39905  Filed  12-29-80;  8:45  am) 
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21  CFR  Part  872 

[Docket  No.  78N-2923] 

Medical  Devices;  Classification  of  Foot 
Controllers  for  Handpieces 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  foot  controllers  for 
handpieces  into  class  I  (general 
controls).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I.  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981, 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration.  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Aministration,  8757  Georgia  Ave.,  Silver 
Spring,  MD  20910,  301-427-7536. 


SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
and  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  foot  controllers  for 
handpieces: 

1.  Identification:  A  foot  controller  for 
handpieces  is  a  device  operated  by  the 
user’s  foot  that  is  used  to  control  the 
speed  and  direction  of  rotation  of  dental 
handpieces,  such  as  a  dental  drill. 

2.  Recommended  classification:  Class 
1  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  under 
section  510(k)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  U.S.C.  360(k)), 
records  and  reports  requirements  under 
section  519  of  the  act  (21  U.S.C,  360i), 
and  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  foot  controllers  for 
handpieces  be  classified  into  class  1 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  Panel  believes  that 
manufacturers  of  this  device  should  not 
be  required  to  comply  with  premarket 
notification  procedures,  records  and 
reports  requirements,  and  the  good 
manufacturing  practice  regulation 
because  the  Panel  believes  that  the 
quality  of  the  device. is  easily 
discernible  and  defects  are  readily 
apparent  to  the  user. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  foot  controllers 
for  handpieces  in  the  practice  of 
dentistry. 

5.  Risks  to  health:  None  identified. 
Proposed  ClassiRcation 

FDA  agrees  with  the  Panel’s 
recommendation  and  is  proposing  that 
foot  controllers  for  handpieces  be 
classified  into  class  I  (general  controls). 
The  agency  believes  that  general 
controls  are  sufficient  to  control  the 
risks  to  health  presented  by  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
foot  controllers  for  handpieces  be 
exempt  from  sec^on  510(k)  of  the  act  (21 
U.S.C.  360(k)),  FDA  is  proposing  that 


Federal  Register  /  Vol.  45,  No.  251  /  Tuesday,  December  30,  1980  /  Proposed  Rules 


86063 


these  manufacturers  be  subject  to 
registration,  device  listing  and 
premarket  notification  under  section 
510(a)  through  (k)  of  the  act.  Under 
section  510(g)(4)  of  the  act,  the  agency 
may  exempt  a  manufacturer  from 
section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration, 
listing,  and  premarket  notification  by 
manufacturers  of  foot  controllers  for 
handpieces,  the  agency  cannot  make  the 
required  finding.  To  protect  the  public 
health,  the  agency  needs  to  be  able  to 
identify  the  firms  manufacturing  this 
device,  to  conduct  necessary 
inspections,  and  to  receive  premarket 
notification  from  manufacturers  to 
assure  that  FDA  learns  of  new  devices 
and  of  significant  modifications  of 
existing  devices,  for  which  premafket 
approval  is  required. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
foot  controllers  for  handpieces  be 
exempt  from  records  and  reports 
regulations  under  section  519  of  the  act 
(21  U.S.C.  360i).  The  records  and  reports 
requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  are  found  in  the  device 
good  manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  FDA  will  publish  other 
regulations  under  section  519,  including  / 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued,  FDA 
believes  that  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  device 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
foot  controllers  for  handpieces  be 
exempt  from  the  device  good 


Qianufacturing  practice  (GMP) 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)),  FDA  is  proposing  that 
a  manufacturer  of  this  device  be  exempt, 
in  the  manufacture  of  the  device,  from 
all  requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §  §  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  foot  controllers  for 
handpieces  must  still  be  required  to 
comply  with  the  complaint  file 
requirements  of  §  820.198  to  ensure  that 
these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  foot  controllers  for 
handpieces  must  still  be  required  to 
comply  with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666.  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.4300,  to  read  as 
follows: 

§  872.4300  Foot  controller  for  handpieces. 

(a)  Identification.  A  foot  controller  for 
handpieces  is  a  device  operated  by  the 


user’s  foot  that  is  used  to  control  the 
speed  and  direction  of  rotation  of  dental 
handpieces,  such  as  a  dental  drill. 

(b)  Classification.  Class  I  (general 
controls).  This  device  is  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820,  with  the  exception  of 
§  820.180  regarding  general  requirements 
concerning  records,  and  §  820.198 
regarding  complaint  files. 

Interested  persons  may.  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Room  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19. 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc.  80-39906  Filed  12-29-80: 8:45  am] 

BILLING  CODE  4110-03-M 

21  CFR  Part  872 

[Docket  No.  78N-2924] 

Medical  Devices;  Classification  of 
Water-Powered  Handpieces 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  water-powered  handpieces 
into  class  II  (performance  standards). 
FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  (March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
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30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  water-powered 
handpieces; 

1.  Identification:  A  water-powered 
handpiece  is  a  rotary  device  used  to 
prepare  dental  cavities  for  restorations, 
such  as  fillings,  and  for  cleaning  teeth. 
An  AC-powered  water  pump  provides 
water  under  pressure  to  the  device 
hand-piece  through  coaxial  (a  tube 
inside  a  tube)  plastic  tubing;  the 
pressurized  water  powers  the  device. 

2.  Recommended  classification:  Class 
1  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  water-powered 
handpieces  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 


based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  water-powered 
handpieces  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

FDA  disagrees  with  the  Panel’s 
recommendation  and  is  proposing  that 
water-powered  handpieces  be  classified 
into  class  II  (performance  standards). 
The  device  must  be  capable  of 
sterilization  to  avoid  contamination  and 
transmission  of  infection  between 
patients.  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  FDA  also 
believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  water-powered  handpieces  should 
be  classified  into  class  11  rather  than 
class  I,  the  agency  is  not  required  to 
publish  a  regulation  adopting  or 
rejecting  the  Panel  recommendation  that 
this  device  be  exempt  from  the 
premarket  notification  procedures  under 
section  510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  secton  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  E 
by  adding  new  §  872.4320,  to  read  as 
follows: 

§  872.4320  Water-powered  handpiece. 

(a)  Identification.  A  water-powered 
handpiece  is  a  rotary  device  used  to 
prepare  dental  cavities  for  restorations, 
such  as  fillings,  and  for  cleaning  teeth. 
An  AC-powered  water  pump  provides 
water  under  pressure  to  the  device 


handpiece  through  coaxial  (a  tube  inside 
a  tube)  plastic  tubing:  the  pressurized 
water  powers  the  device. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated;  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-33907  Filed  12-29-W.  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N-2925J 

Medical  Devices;  Classification  of  Gas- 
Powered  Jet  injectors 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  gas-powered  jet  injectors 
into  class  II  (performance  standards). 
FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  wilLissue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5300  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
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Administration,  8757  Georgia  Ave., 

Silver  Spring.  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  gas-powered  jet 
injectors: 

1.  Identification:  A  gas-powered  jet 
injector  is  a  syringe  device  used  to 
administer  a  local  anesthetic.  The 
syringe  is  powered  by  a  cartridge 
containing  pressurized  carbon  dioxide 
which  provides  the  pressure  to  force  the 
anesthetic  out  of  the  syringe. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  gas-powered  jet 
injectors  be  classified  into  class  II 
because  the  Panel  believes  that  a 
performance  standard  is  necessary  to 
assure  that  the  device  is  properly 
designed  so  as  to  allow  aspiration.  By 
syringe  aspiration,  the  user  determines 
whether  a  blood  vessel  has  been 
penetrated  during  the  injuction 
procedure.  Penetration  of  a  blood  vessel 
during  an  injection  may  cause  an 
adve.-se  reaction  in  the  patient.  The 
Panel  believes  that  general  controls 
alone  would  not  provide  sufficient 
control  over  this  characteristic.  The 
Panel  believes  that  a  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  Adverse  reaction:  If 
the  aspiration  mechanism  of  the  device 
is  not  adequate,  the  user  m'ay  not  be 
able  to  determine  whether  the 
anesthetic  has  been  injected  directly 
into  a  blood  vessel;  injection  into  a 
blood  vessel  may  cause  the  patient  to 
have  an  adverse  reaction. 

Proposed  ClassiHcation 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
gas-powered  jet  injectors  be  classified 


into  class  II  (performance  standards). 

The  agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  FDA  also 
believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsew'here 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Dnigs 
proposes  to  amend  Part  872  in  Subpart  F. 
by  adding  new  §  872.4465,  to  read  as 
follows: 

§  872.4485  Gas-powered  jet  injector. 

(a)  Identification.  A  gas-powered  jet 
injector  is  a  syringe  device  used  to 
administer  a  local  anesthetic.  The 
syringe  is  powered  by  a  cartridge 
containing  pressurized  carbon  dioxide 
which  provides  the  pressure  to  force  the 
anesthetic  out  of  the  syringe. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration.  Rm.  4-62.  5600  Fishers 
I.ane.  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 


Dated:  November  19, 1980. 

William  F.  Randolph. 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[m  Doc.  8()-39!>O0  Filed  12-2B-80:  8:45  am| 

BILLING  CODC  4110-O3-II*  _ 

21  CFR  Part  872 

I  Docket  No.  78N-2926] 

Medical  Devices;  Classification  of 
Spring-Powered  Jet  Injectors 

AGENCY:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for  , 
public  comment  a  proposed  regulation 
classifying  spring-powered  jet  injectors 
into  class  II  (performance  standards). 
FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
OATES:  Comments  by  March  2, 1961. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton.  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave.. 

Silver  Spring.  MD  20910.  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
and  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  spring-powered  jet 
injectors: 

1.  Identification:  A  spring-powmred  jet 
injector  is  a  syringe  device  used  to 
administer  a  local  anesthetic.  The 
syringe  is  powered  by  a  srping 
mechanism  w'hich  provides  the  pressure 
to  force  the  anesthetic  out  of  the  syringe. 
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2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  spring-powered  jet 
injectors  be  classified  into  class  II 
because  the  Panel  believes  that  a 
performance  standard  is  necessary  to 
assure  that  the  device  is  properly 
designed  as  to  follow  aspiration.  By 
syringe  aspiration,  the  user  determines 
whether  a  blood  vessel  has  been 
penetrated  during  the  injection 
procedure.  Penetration  of  a  blood  vessel 
during  an  injection  may  cause  an 
adverse  reaction  in  the  patient.  The 
Panel  believes  that  general  controls 
alone  would  not  provide  sufficient 
control  over  this  characteristic.  The 
Panel  believes  that  a  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  Adverse  reaction:  If 
the  aspiration  mechanism  of  the  device 
is  not  adequate,  the  user  may  not  be 
able  to  determine  whether  the 
anesthetic  has  been  injected  directly 
into  a  blood  vessel;  injection  into  a 
blood  vessel  may  cause  the  patient  to 
have  an  adverse  reaction. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
spring-powered  jet  injectors  be 
classified  into  class  II  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  FDA  also 
believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 


identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  E 
by  adding  new  §  872.4475,  to  read  as 
follows: 

§  872.4475  Spring-powered  jet  injector. 

(a)  Identification.  A  spring-powered 
jet  injector  is  a  syringe  device  used  to 
administer  a  local  anesthetic.  The 
syringe  is  powered  by  a  spring 
mechanism  which  provides  the  pressure 
to  force  the  anesthetic  out  of  the  syringe. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comment^ 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  39909  Filed  12-29-80;  8:45  am| 
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21  CFR  Part  872 

[Docket  No.  73N-2927] 

Medical  Devices;  Classification  of 
Hand  Instruments  for  Calculus 
Removal 

agency;  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  hand  instruments  for 
calculus  removal  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 


is  to  provide  for  the  future  development 
into  class  II  is  to  provide  for  the  future  * 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 
dates:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  hand  instruments  for 
calculus  removal: 

1.  Identification:  A  hand  instrument 
for  calculus  removal  is  a  hand-held, 
metal  scraper  device  used  to  remove 
calculus  deposits  form  tooth  surfaces. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  a  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  hand  instruments  for 
calculus  removal  be  classified  into  class 
II  because  the  materials  used  in  the 
device  that  contact  the  body  should 
meet  a  generally  accepted  satisfactory 
level  of  tissue  compatibility.  The  Panel 
believes  that  general  controls  alone 
would  not  provide  sufficient  control 
over  this  characteristic.  The  Panel 
believes  that  a  performance  standard 
would  provide  reasonable  assurance  of 
safety  and  effectiveness  of  the  device 
and  that  there  is  sufficient  information 
to  establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 
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5.  Risks  to  health:  (a)  Tissue  trauma: 
Improper  design  of  the  device  may 
cause  unnecessary  trauma  to  gum  tissue, 
(b)  Adverse  tissue  reaction:  If  the 
materials  used  in  the  device  are  not 
biocompatible,  the  patient  may  have  an 
adverse  tissue  reaction. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
hand  instruments  for  calculus  removal 
be  classified  into  class  II  {performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  FDA  also 
believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19. 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  E 
by  adding  new  §  872.4500,  to  read  as 
follows: 

§  872.4500  Hand  instrument  for  calculus 
removal. 

(a)  Identification.  A  hand  instrument 
for  calculus  removal  is  a  hand-held 
metal  scraper  device  used  to  remove 
calculus  deposits  from  tooth  surfaces. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  P’our 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 


identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|KR  Due.  80-39910  Filed  12-29-80:  8.45  dfn| 
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21  CFR  Part  872 

[Docket  No.  78N-2928] 

Medical  Devices;  Classification  of 
Dental  Depth  Gauge  Instruments 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  dental  depth  gauge 
instruments  into  class  I  (general 
controls).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  1.  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration.  Rm.  4- 
62,  5600  F’ishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT*. 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301^27-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  propq,sal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  dental  depth  gauge 
instruments: 


1.  Identification:  A  dental  depth>gauge 
instrument  is  a  slender  metal  device  that 
is  used  in  endodontic  (root  canal) 
treatment  to  prepare  for  placement  of  a 
retentive  or  splinting  pin.  The  device  is 
used  to  measure  the  depth  of  a  small 
hole  in  a  tooth. 

2.  Recommended  classification:  Class 
1  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510{k)  of  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (21  U.S.C. 

360(k)).  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
xccommends  that  dental  depth  gauge 
instruments  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  dental  depth 
gauge  instruments  in  the  practice  of 
dentistry. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
dental  depth  gauge  instruments  be 
classified  into  class  I  (general  controls). 
The  agency  believes  that  general 
controls  are  sufficient  to  control  the 
risks  to  health  presented  by  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
dental  depth  gauge  instruments  be 
exempt  from  section  510(k)  of  the  act  (21 
U.S.C.  360),  FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration, 
device  listing,  and  premarket 
notification  under  section  510  (a) 
through  (k)  of  the  act.  Under  section 
510(g)(4)  of  the  act,  the  agency  may 
exempt  a  manufacturer  from  section  510 
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only  if  it  finds  that  compliance  with  this 
section  is  not  necessary  for  the 
protection  of  the  public  health.  In  the 
case  of  registration,  listing,  and 
premarket  notification  by  manufacturers 
of  dental  depth  gauge  instruments,  the 
agency  cannot  make  the  required 
finding.  To  protect  the  public  health,  the 
agency  needs  to  be  able  to  identify  the 
firms  manufacturing  this  device,  to 
conduct  necessary  inspections  and  to 
receive  premarket  notifications  from 
manufacturers  to  assure  that  FDA  learns 
of  new  devices  and  of  significant 
modifications  of  existing  devices,  for 
which  premarket  approval  is  required. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
dental  depth  gauge  instruments  be 
exempt  from  records  and  reports 
regulations  under  section  519  of  the  act 
(21  U.S.C.  360i).  The  records  and  reports 
requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  are  found  in  the  device 
good  manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508),  In 
the  future,  FDA  will  publish  other 
regulations  under  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued,  FDA 
believes  that  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  device 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
dental  depth  gauge  instruments  be 
exempt  from  the  good  manufacturing 
practice  (GMP)  regulation  under  section ' 
520(f)  of  the  act  (21  U.S.C.  360j(f).  The 
agency  believes  that  compliance  with 
this  regulation  is  necessary  to  assure  the 
quality  of  this  device  and  thus  its  safety, 
effectiveness,  and  compliance  with  the 


adulteration  and  misbranding  provisions 
of  the  act.  Compliance  with  the  GMP 
regulation  will  help  prevent  production 
of  dental  depth  gauge  instruments 
having  defects  that  could  harm  users. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure,  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  E 
by  adding  new  §  872.4520,  to  read  as 
follows: 

§  872.4520  Dental  depth  gauge 
instruments. 

(a)  Identification.  A  dental  depth 
gauge  instrument  is  a  slender  metal 
device  that  is  used  in  endodontic  (root 
canal)  treatment  to  prepare  for 
placement  of  a  retentive  or  splinting  pin. 
The  device  is  used  to  measure  the  depth 
of  a  small  hole  in  a  tooth. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-39911  Filed  12-29-80;  8;45  ami 
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[21  CFR  Part  872] 

[Docket  No.  78N-2929] 

Medical  Devices;  Classification  of 
Dental  Diamond  Instruments 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  dental  diamond  instruments 
into  class  II  (performance  standards). 
FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
dates:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT*. 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
and  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  dental  diamond 
instruments: 

1.  Identification:  A  dental  diamond 
instrument  is  an  abrasive  device  used  to 
smooth  tooth  surfaces  during  the  fitting 
of  crowns  or  bridges.  The  device 
consists  of  a  shaft  which  is  inserted  into 
a  handpiece  and  a  head  which  has 
diamond  chips  imbedded  into  it. 
Rotation  of  the  diamond  instrument 
provides  an  abrasive  action  when  it 
contacts  the  tooth. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
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performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  dental  diamond 
instruments  be  classified  into  class  II 
because  if  the  abrasive  properties  of  the 
device  are  inadequate  the  device  may 
cause  damage  to  the  dental  pulp.  The 
Panel  believes  that  general  contros 
alone  would  not  provide  sufficient 
control  over  this  characteristic.  The 
Panel  believes  that  a  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  Tissue  damage: 
Inadequate  abrasive  properties  of  the 
device  may  cause  damage  to  the  dental 
pulp. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
dental  diamond  instruments  be 
classified  into  class  II  (performance 
standards).  The  agency  believes  that  a 
performance  standards  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  FDA  also 
believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21668,  21667,  and  21668}  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Foe’S, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  E 


by  adding  new  §  872.4535,  to  read  as 
follows: 

§  872.4535  Dental  diamond  instrument. 

(a)  Identification.  A  dental  diamond 
instrument  is  an  abrasive  device  used  to 
smooth  tooth  surfaces  during  the  fitting 
of  crowns  or  bridges.  The  device 
consists  of  a  shaft  which  is  inserted  into 
a  handpiece  and  a  head  which  has 
diamond  chips  imbedded  into  it. 

Rotation  of  the  diamond  instrument 
provides  an  abrasive  action  when  it 
contacts  the  tooth. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated;  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-39912  Filed  12-29-80;  8:45  am) 

BILLING  CODE  4r.0-03-M 


21  CFR  Part  872 

[Docket  No.  78N-2930I 

Medical  Devices;  Classification  of 
Plastic  Dental  Filling  instruments 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  plastic  dental  filling 
instruments  into  class  I  (general 
controls).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I.  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 


30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT*. 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301^27-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
and  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  plastic  dental  filling 
instruments: 

1.  Identification:  A  plastic  dental 
filling  instrument  is  a  device  made  of 
plastic  that  is  used  to  carry  filling 
material  to  the  site  of  a  restoration  in 
the  oral  cavity. 

2.  Recommended  classification;  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
520(f)  of  the  act  (21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  plastic  dental  filling 
instruments  be  classified  into  class  I 
(general  controls)  because  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  device  materials  that  contact 
the  body  have  known  and  acceptable 
properties.  The  Panel  believes  that 
manufacturers  of  this  device  should  not 
be  required  to  comply  with  premarket 
notification  procedures,  records  and 
reports  requirements,  and  the  good 
manufacturing  practice  regulation 
because  this  is  a  simple  device  that 
presents  no  undue  risks  to  health  when 
used  in  a  normal  manner  and  for  the 
purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  plastic  dental 
filling  instruments  in  the  practice  of 
dentistry. 
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5.  Risks  to  health:  None  identified. 
Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
plastic  dental  filling  instruments  be 
classified  into  class  I  (general  controls). 
The  agency  believes  that  general 
controls  are  sufficient  to  control  the 
risks  to  health  presented  by  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
plastic  dental  filling  instruments  be 
exempt  from  section  510(kJ  of  the  act  (21 
U.S.C.  360(k)),  FDA  is  proposing  that 
these  manufacturers  be  subject  to 
registration  and  device  listing  under 
section  510(a)  through  (j)  of  the  act,  but 
exempt  from  premarket  notification 
under  section  510(k)  of  the  act  and 
Subpart  E  of  Part  807  of  the  regulations. 
Under  section  510(g)(4)  of  the  act,  the 
agency  may  exempt  a  manufacturer 
from  section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of  plastic 
dental  filling  instruments,  the  agency 
cannot  make  the  required  finding.  To 
protect  the  public  health,  the  agency 
needs  to  be  able  to  identify  the  firms 
manufacturing  this  device  and  to 
conduct  necessary  inspections.  The 
agency  has  determined,  however,  that  it 
is  not  necessary  for  the  protection  of  the 
public  health  that  FDA  receive 
premarket  notification  submissions 
concerning  plastic  dental  filling 
instruments.  The  agency  does  not  at  this 
time  anticipate  that  premarket  approval 
will  be  required  for  this  device.  'The 
agency  believes  that  the  semiannual 
updating  of  device  listing  under  section 
510(j)(2)  will  provide  FDA  with  adequate 
notice  concerning  new  products  within 
this  generic  type  of  device. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
plastic  dental  filling  instruments  be 
exempt  from  records  and  reports 
regulations  under  section  519  of  the  act 
(21  U.S.C.  360i).  The  records  and  reports 
requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  use  of  these 
requirements  are  found  in  the  device 
good  manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21. 1978  (43  FR  31508).  In 
the  future,  FDA  will  publish  other 
regulations  under  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experiences  with  medical  devices.  Until 
these  regulations  are  issued,  FDA 
believes  that  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  device 
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regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  requirements.  The 
exemption  wil  not  extend  to  two  device 
GMP  requirement,  §  820.180  (21  CFR 
820.180),  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
plastic  dental  filling  instruments  be 
exempt  from  the  device  good 
manufacturing  practice  (GMP) 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)),  FDA  is  proposing  that 
a  manufacturer  of  this  device  be  exempt, 
in  the  manufacture  of  the  device,  from 
all  requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §  §  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  plastic  dental  filling 
instruments  must  still  be  required  to 
comply  with  the  complaint  file 
requirements  of  §  820.198  to  ensure  that 
these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  plastic  dental  filling 
instruments  must  still  be  required  to 
comply  with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  GMP  regulation  is  still 
appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
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the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 

Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-548  (21 
U.S.C.  361c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  E 
by  adding  new  §  872.4555,  to  read  as  i 
follows: 

§  872.4555  Plastic  dental  filling  Instrument. 

(a)  Identification.  A  plastic  dental 
niling  instrument  is  a  device  made  of 
plastic  that  is  used  to  carry  filling 
material  to  the  site  of  a  restoration  in 
the  oral  cavity. 

(b)  Classification.  Class  1  (general 
controls).  The  device  is  exempt  from  the 
premarket  notiHcation  procedures  in 
Subpart  E  of  Part  807.  The  device  is  also 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-39913  Filed  12-29-80;  8:43  am] 
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Medical  Devices;  Classification  of 
Dental  Hand  Instruments 
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summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  dental  hand  instruments  into 
class  I  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  devices  be  classified  into  class  I. 

The  effect  of  classifying  ^  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  devices.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
dates:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  dental  hand 
instruments: 

1.  Identification:  A  dental  hand 
instrument  is  a  hand-held  device  used  to 
perform  various  tasks  in  general 
dentistry  and  oral  surgery  procedures. 
The  following  devices  are  included  in 
this  generic  type  device:  operative 
burnisher,  operative  amalgam  carrier, 
operative  dental  amalgam  carver, 
surgical  bone  chisel,  operative  emalgam 
and  foil  condenser,  endodontic  curette, 
operative  curette,  periodontic  curette, 
surgical  curette,  dental  surgical  elevator, 
operative  dental  excavator,  operative 
explorer,  surgical  bone  file,  operative 
margin  finishing  file,  periodontic  file, 
periodontic  probe,  surgical  rongeur 
forceps,  surgical  tooth  extractor  forceps, 
surgical  hemostat,  periodontic  hoe, 
operative  matrix  contouring  instrument, 
operative  cutting  instrument,  operative 
margin-finishing  knife,  periodontic  knife, 
periodontic  marker,  operative  pliers, 
endodontic  root  canal  plugger, 
endodontic  root  canal  preparer,  surgical 
biopsy  punch,  endodontic  pulp  canal 


reamer,  crown  remover,  periodontic 
scaler,  collar  and  crown  scissors, 
endodontic  pulp  canal  filling  material 
spreader,  and  surgical  osteotome  chisel. 

2.  Recommended  classiHcation:  Class 
I  (general  controls).  The  Panel 
recommends  that  these  devices  be 
exempt  from  premarket  notification 
under  section  510(k)  of  the  Federal  Fqpd, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 

360(k)),  records  and  reports 
requirements  under  section  519.  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  dental  hand 
instruments  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  devices.  These 
devices  have  been  used  in  dentistry  for 
many  years.  The  materials  used  in  the 
devices  that  contact  the  body  have 
known  and  acceptable  properties.  The 
Panel  believes  that  manufacturers  of 
these  devices  should  not  be  required  to 
comply  with  premarket  notification 
procedures,  records  and  reports 
requirements,  and  the  good 
manufacturing  practice  regulation 
because  they  are  simple  devices  that 
present  no  undue  risks  to  health  when 
used  in  a  normal  manner  and  for  the 
purposes  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  dental  hand 
instruments  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
dental  hand  instruments  be  classified 
into  class  I  (general  controls).  The 
agency  believes  that  general  controls 
are  sufficient  to  control  the  risks  to 
health  presented  by  these  devices. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
dental  and  hand  instruments  be  exempt 
from  section  510(k)  of  the  act  (21  U.S.C. 
360(k)),  FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration, 
device  listing,  and  premarket 
notification  under  section  510  (a) 
through  (k)  of  the  act.  Under  section 
510(g)(4)  of  the  act,  the  agency  may 
exempt  a  manufacturer  from  section  510 
only  if  it  finds  that  compliance  with  diis 
section  is  not  necessary  for  the 
protection  of  the  public  health.  In  the 
case  of  registration,  listing,  and 


premarket  notiHcation  by  manufacturers 
of  dental  hand  instruments,  the  agency 
cannot  make  the  required  Hnding.  To 
protect  the  public  health,  the  agency 
needs  to  be  able  to  identify  the  firms 
manufacturing  this  device,  to  conduct 
necessary  inspection  and  to  receive 
premarket  notification  from 
manufacturers  to  assure  that  FDA  learns 
of  new  devices  and  of  significant 
modifications  of  existing  devices  for 
which  premarket  approval  is  required. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
dental  hand  instruments  be  exempt  from 
records  and  reports  regulations  under 
section  519  of  the  act  (21  U.S.C.  360i). 

The  records  and  reports  requirements  in 
several  of  FDA’s  present  device 
regulations  are  authorized,  wholly  or  in 
part,  by  section  519.  The  most  extensive 
of  these  requirements  are  found  in  the 
device  good  manufacturing  practice 
(CMP)  regulation,  published  in  the 
Federal  Register  of  July  21, 1978  (43  FR 
31508).  In  the  future,  FDA  will  publish 
other  regulations  under  section  519, 
including  regulations  requiring  reports  to 
FDA  of  experience  with  medical 
devices.  Until  these  regulations  are 
issued,  FDA  believes  that  it  cannot 
properly  issue  exemptions  from  them.  In 
the  future,  whenever  the  agency 
proposes  device  regulations  that  include 
records  and  reports  requirements, 
interested  persons  may  submit 
comments  requesting  that  certain 
classes  of  manufacturers  or  other 
persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  CMP  regulation.  The  exemption 
will  not  extend  to  two  device  CMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (2l 
CFR  820.198),  with  respect  to  complaint 
files. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
dental  hand  instruments  be  exempt  from 
the  good  manufacturing  practice  (CMP) 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)).  The  agency  believes 
that  compliance  with  this  regulation  is 
necessary  to  assure  the  quality  of  this 
device  and  thus  its  safety,  effectiveness, 
and  compliance  with  the  adulteration 
and  misbranding  provisions  of  the  act. 
Compliance  with  the  CMP  regulation 
will  help  prevent  production  of  dental 
hand  instruments  having  defects  that 
could  harm  users. 
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On  April  28. 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  D 
by  adding  new  §  872.4565,  to  read  as 
follows: 

§  872.4565  Dental  hand  instrument. 

(a)  Identification.  A  dental  hand 
instrument  is  a  hand-held  device  used  to 
perform  various  tasks  in  general 
dentistry  and  oral  surgery  procedures. 
The  following  devices  are  included  in 
this  generic  type  device:  operative 
burnisher,  operative  amalgam  carrier, 
operative  dental  amalgam  carver, 
surgical  bone  chisel,  operative  amalgam 
and  foil  condenser,  endodontic  curette, 
operative  curette,  periodontic  curette, 
surgical  curette,  dental  surgical  elevator, 
operative  dental  excavator,  operator 
explorer  surgical  bone  file,  operative 
margin  finishing  file,  periodontic  file, 
periodontic  probe,  surgical  rongeur 
forceps,  surgical  tooth  extractor  forceps, 
surgical  hemostat,  periodontic  hoe, 
operative  matrix  contouring  instrument, 
operative  cutting  instrument,  operative 
marginfinishing  periodontic  knife, 
periodontic  marker,  operative  pliers, 
endodontic  root  canal  plugger, 
endodontic  root  canal  preparer,  surgical 
biopsy  punch,  endodontic  pulp  canal 
reamer,  crown  remover,  periodontic 
scaler,  collar  and  crown  scissors, 
endodontic  pulp  canal  filling  material 
spreader,  and  surgical  osteotome  chisel. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 


Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 
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21  CFR  Part  872 

[Docket  No.  78N-2932] 

Medical  Devices;  Classification  of 
Dental  Instrument  Handies 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  isssuing  for 
public  comment  a  proposed  regulation 
classifying  dental  instrument  handles 
into  class  I  (general  controls).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  I. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857, 

FOR  FURTHER  INrORMATtON  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the' 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  dental  instrument 
handles: 

1.  Identification:  A  dental  instrument 
handle  is  a  device  made  of  metal  or 
plastic  that  is  used  as  a  grip  for  working 


tips  and  mirrors  used  during  dental 
procedures. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 

360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  Panel  recommends 
that  dental  instrument  handles  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  dental 
instrument  handles  in  the  practice  of 
dentistry. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

FD.A  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
dental  instrument  handles  be  classified 
into  class  I  (general  controls).  The 
agency  believes  that  general  controls 
are  sufficient  to  control  the  risks  to 
health  presented  by  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
dental  instrument  handles  be  exempt 
from  section  510(k)  of  the  act  (21  U.S.C. 
360(k)),  FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration 
and  device  listing  under  section  510  (a) 
through  (j)  of  the  act,  but  exempt  from 
premarket  notification  under  section 
510(k)  of  the  act  and  Subpart  E  of  Part 
807  of  the  regulations.  Under  section 
510(g)(4)  of  the  act,  the  agency  may 
exempt  a  manufacturer  from  section  510 
oply  if  it  finds  that  compliance  with  this 
section  is  not  necessary  for  the 
protection  of  the  public  health.  In  the 
case  of  registration  and  listing  by 


manufacturers  of  dental  instrument 
handles,  the  agency  cannot  make  the 
required  finding.  To  protect  the  public 
health,  the  agency  needs  to  be  able  to 
identify  the  firms  manufacturing  this 
device  and  to  conduct  necessary 
inspections.  The  agency  has  determined, 
however,  that  it  is  not  necessary  for  the 
protection  of  the  public  health  that  FDA 
receive  premarket  notification 
submissions  concerning  dental 
instrument  handles.  The  agency  does 
not  at  this  time  anticipate  that 
premarket  approval  will  be  required  for 
this  device.  The  agency  believes  that  the 
semiannual  updating  of  device  listing 
under  section  510(jK2)  will  provide  FDA 
with  adequate  notice  concerning  new 
products  within  this  generic  type  of 
device. 

FDA  disagrees  with  the  Panel's 
recommendation  that  manufacturers  of 
dental  instrument  handles  be  exempt 
from  records  and  reports  regulations 
under  section  519  of  the  act  (21  U.S.C. 
360i).  The  records  and  reports 
requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  are  found  in  the  device 
good  manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  FDA  will  publish  other 
regulations  under  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued,  FDA 
believes  that  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  device 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel's 
recommendation  that  manufacturers  of 
dental  hand  instrument  be  exempt  from 
the  device  good  manufacturing  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act  (21  U.S.C.  360j(f)),  FDA  is 
proposing  that  a  manufacturer  of  this 


device  be  exempt,  in  the  manufacture  of 
the  device,  from  all  requirements  in  the 
GMP  regulation  except  §  820.180  (21 
CFR  820.180),  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  Based  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device,  the 
agency  has  determined  that  application 
of  the  GMP  regulation,  other  than 
§§  820.180  and  820.198,  is  unlikely  to 
improve  the  safety  and  effectiveness  of 
the  device.  The  agency  believes, 
however,  that  manufacturers  of  denfal 
instrument  handles  must  still  be 
required  to  comply  with  the  complaint 
file  requirements  of  §  820.198  to  ensure 
that  these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  dental  instrument 
handles  must  still  be  required  to  comply 
with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22872  and  22673).  This 
proposed  classiHcation  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act,  (secs,  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C,  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drug 
proposes  to  amend  Part  872  in  Subpart  E 
by  adding  new  §  872.4575,  to  read  as 
follows: 

§  872.4575  Dental  instrument  handle. 

(a)  Identificatibn.  A  dental  instrument 
handle  is  a  device  made  of  metal  or 
plastic  that  is  used  as  a  grip  for  working 
tips  and  mirrors  used  during  dental 
procedures. 


(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  The  device  also  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 
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21  CFR  Part  872 

[Docket  No.  78N-2933] 

Medical  Devices;  Classification  of 
intraoral  Ligature  and  Wire  Locks 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  intraoral  ligature  and  wire 
locks  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  11  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
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62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFX-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTAL  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  intraoral  ligature  and 
wire  locks: 

1.  Identification:  An  intraoral  ligature 
and  wire  lock  is  a  metal  device  used  to 
constrict  fractured  bone  segments  in  the 
oral  cavity.  The  bone  segments  are 
stabilized  by  wrapping  the  ligature 
(wire)  around  the  fractured  bone 
segments  and  locking  the  ends  together. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  intraoral  ligature  and 
wire  locks  be  classified  into  class  11 
because  if  the  device  is  poorly 
constructed  and  the  lock  breaks,  the 
bone  fracture  may  reopen.  Also,  the 
materials  used  in  the  device  that  contact 
the  body  should  meet  a  generally 
accepted  satisfactory  level  of  tissue 
compatibility.  TT.e  Panel  believes  that 
general  controls  alone  would  not 
provide  sufficient  control  over  these 
characteristics.  The  Panel  believes  that 
a  performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  (a)  Infection:  If  the 
device  connot  be  properly  sterilized  or  is 
contaminated,  an  infection  may  result, 

(b)  Reopening  of  the  fracture:  If  the 
ligature  or  wire  lock  breaks  as  a  result 
of  poor  construction,  the  bone  fracture 
may  reopen  which  could  lead  to 
infection,  requiring  additional  surgical 
procedures  or  administration  of 
antibiotics. 

(c)  Adverse  tissue  reaction:  If  the 
materials  used  in  the  device  are  not 


biocompatible,  the  patient  may  have  an 
adverse  tissue  reaction. 

Proposed  Classiflcation 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
intraoral  ligature  and  wire  locks  be 
classiPied  into  class  II  (performance 
standards).  FDA  believes  that  intraoral 
ligature  and  wire  locks  should  be 
considered  implants.  This  device  is 
designed  to  be  placed  within  the  tissues 
of  the  human  body  for  an  indefinite 
period  of  time.  However,  the  agency 
believes  that  premarket  approval  is  not 
necessary  to  assure  the  safety  and 
effectiveness  of  the  device.  Intraoral 
ligature  and  wire  locks  are  completely 
imbedded  in  tissues,  and  there  is  no 
possibility  that  microorganisms  will 
enter  and  cause  an  infection.  Moreover, 
because  the  device  does  not  protrude 
into  the  oral  cavity,  there  is  no 
possibility  of  irritation  caused  by 
chemical  reactions  from  substances  in 
the  mouth.  The  materials  used  in  the 
construction  of  the  device  have  been 
used  in  dentistry  for  many  years  and 
have  demonstrated  acceptable 
biocompatibility  characteristics.  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  FDA  also 
belives  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new’  structure,  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
•committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701{a)„52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  E 
by  adding  new  §  872.4600,  to  read  as 
follows: 


§  872.4600  Intraoral  ligature  and  wire  lock. 

(a)  Identification.  An  intraoral  ligature 
and  wire  lock  is  a  metal  device  used  to 
constrict  fractured  bone  segments  in  the 
oral  cavity.  The  bone  segments  are 
stabilized  by  WTapping  the  ligature 
(wire)  around  the  fractured  bone 
segments  and  locking  the  ends  together. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
-'Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the 
bearding  of  this  document.  Received 
comments  may  be  seen  in  the  above 
office  between  9  a.m.  and  4  p.m., 

Monday  through  Friday. 

Date:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  39916  Filed  12-29-80;  8:45  am| 

BILLING  CODE  4110-03-M 

21  CFR  Part  872 

(Docket  No.  78N-2934] 

Medical  Devices;  Classification  of 
Rber  Optic  Dental  Lights 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  fiber  optic  dental  lights  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  I. 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
dates:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
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address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Greg  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

'  A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  ClassiHcation  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  fiber  optic  dental  lights: 

1.  Identification:  A  fiber  optic  dental 
light  is  an  AC-powered  device,  usually 
attached  to  a  dental  handpiece,  that 
consists  of  glass  or  plastic  fibers  which 
have  special  optical  properties.  The 
device  is  used  to  illuminate  oral 
structures. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  imder  section  519  of  the 
act  (21  U.S.C.  360i],  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  fiber  optic  dental 
lights  be  classified  into  class  I  because 
the  Panel  believes  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  should  not 
be  required  to  comply  with  premarket 
notification  procedures,  records  and 
reports  requirements,  and  the  good 
manufacturing  practice  regulation 
because  this  is  a  simple  device  that 
presents  no  undue  risks  to  health  when 
used  in  a  normal  manner  and  for  the 

,  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  fiber  optic 
dental  lights  in  the  practice  of  dentistry. 

6.  Risks  to  health:  None  identified. 


Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
fiber  optic  dental  lights  be  classified  into 
class  II  (performance  standards).  The 
device  must  be  capable  of  sterilization 
to  avoid  contamination  and 
transmission  of  infection  between 
patients.  A  performance  standard  is 
needed  to  control  the  electrical  design  of 
the  device  in  order  to  prevent  electrical 
shock  to  the  patient  or  user.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  FDA  also  believes  that  there  is 
sufficient  information  to  establish  a 
performance  standard  for  this  device. 

Becuase  the  agency  has  determined 
that  fiber  optic  dental  lights  should  be 
classified  into  class  II  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  premarket 
notification  procedures  under  section 
510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  iTI  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
generaf  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commisisoner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  E 
by  adding  new  §  872.4620,  to  read  as 
follows: 

§872.4620  Fiber  optic  dental  Koht 

(a)  Identification.  A  fiber  optic  dented 
light  is  an  AC-powered  device,  usually 
attached  to  a  dental  hemdpiece,  that 
consists  of  glass  or  plastic  fibers  which 
have  specif  optical  properties.  The 


device  is  used  to  illuminate  oral 
structures. 

(b)  Classification,  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-39917  Filed  12-29-80;  0:45  am| 
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21  CFR  Part  872 

[Docket  No.  78N-2935] 

Medical  Devices;  Classification  of 
Dental  Operating  Lights 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  dental  operating  lights  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  11. 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  March  2. 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposed  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
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Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7530. 

SUPPLEMENTARY  INFORMATION; 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  dental  operating  lights: 

1.  Identification:  A  dental  operating 
light  is  an  AC-powered  device  used  to 
illuminate  oral  structures  and  operating 
areas. 

2.  Recommendation  classification: 
Class  II  (performance  standards).  The 
Panel  recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  dental  operating  lights 
be  classified  into  class  II  because  the 
design  and  performance  of  this  device 
must  be  controlled  in  order  to  prevent 
photosensitization  (abnormal  reaction  of 
the  skin  to  light]  and  burns  to  the  facial 
area  of  patients  and  to  ensure  electrical 
safety.  The  Panel  believes  that  general 
controls  alone  would  not  provide 
sufHcient  control  over  these 
characteristics.  The  Panel  believes  that 
a  performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry,  and  on  an 
article  by  Russell  Paravecchio,  M.D. 

(Ref.  1).  This  article  described  a  patient 
who  developed  facial  lesions  after 
exposure  to  light  from  a  dental  operating 
lamp. 

5.  Risks  to  health:  (a) 
Photosensitization:  If  the  device  is  . 
improperly  designed,  various 
w'avelengths  of  ultraviolet  light  may 
leak,  causing  photosensitization. 

(b)  Burns:  If  the  temperature  of  the 
light  housing  exceeds  tolerable  levels, 
contact  with  the  light  could  burn  the 
patient  or  user. 

(c)  Electrical  shock:  If  the  electrical 
design  of  the  device  is  faulty,  the  user 
may  receive  an  electrical  shock. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
dental  operating  lights  be  classified  into 


class  II  (performance  standards).  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Reference 

The  following  information  has  been 
placed  on  file  in  the  office  of  the 
Hearing  Clerk  (address  above)  and  may 
be  seen  by  interested  persons  from  9 
a.m.  to  4  p.m.,  Monday  through  Friday. 

1.  Paravecchio,  R.  “Photosensitization  of  a 
Patient  with  Discoid  Lupus  Erythematosus  by 
a  Dental  Operating  Light,  Report  of  Case,” 
Journal  of  the  American  Dental  Association, 
94:907-909, 1977. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  pnd  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therfore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  E 
by  adding  new  §  872.4630,  to  read  as 
follows: 

§  872.4630  Dental  operating  light 

(a)  Identification:  A  dental  operating 
light  is  an  AC-powered  device  used  to 
illuminate  oral  stnictures  and  operating 
areas. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  the  individuals 
may  submit  one  copy.  Comments  are  to 
be  identiHed  with  the  Hearing  Clerk 
docket  number  found  in  brackets  in  the 


heading  of  this  document.  Received 
comments  may  be  seen  in  the  above 
office  between  9  a.m.  and  4  p.m., 
Monday  through  Friday, 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

(m  Doc.  80-39918  Filed  12-29-80;  8:45  ami 
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21  CFR  Part  872 

[Docket  No.  78N-2936] 

Medical  Devices;  Classification  of 
Surgical  Headlights 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  surgical  headlights  into  class 
11  (performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classiHed  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

dates:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring.  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
and  FDA  advisory  committee,  made  the 
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following  recommendation  regarding  the 
classification  of  surgical  headlights: 

1.  Identification:  A  surgical  headlight 
is  a  device  which  is  attached  to  the 
user’s  head  that  is  used  as  a 
supplementary  or  auxiliary  light  source 
to  illuminate  the  patient’s  oral  cavity 
during  surgical  procedures. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notiHcation  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 

360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  surgical  headlights  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  Panel  believes  that 
manufacturers  of  this  device  should  not 
be  required  to  comply  with  the 
premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation,  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of.  and 
clinical  experience  with,  surgical 
headlights  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
surgical  headlights  be  classified  into 
class  II  (performance  standards).  The 
electrical  design  of  this  device  must  be 
controlled  in  order  to  prevent  electrical 
shock  to  the  user.  The  agency  believes 
that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

Because  the  agency  has  determined 
that  surgical  headlights  should  be 
classified  into  class  II  rather  than  class 


I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  premarket 
notification  procedures  under  section 
510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

'Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  amend  Part  872  in  Subpart  E 
by  q/dding  new  §  872.4640,  to  read  as 
follows: 

§  872.4640  Surgical  headlight 

(a)  Identification.  A  surgical  headlight 
is  a  device  which  is  attached  to  the 
user’s  head  that  is  used  as  a 
supplementary  or  auxiliary  light  source 
to  illuminate  the  patient’s  oral  cavity 
during  surgical  procedures. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
conunents  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-39919  Filed  12-29-80;  a-45  am| 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 

(Docket  No.  78N-2937] 

Medical  Devices;  Classification  of 
Dental  Injecting  Needles 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  dental  injecting  needles  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  II. 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  die  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane.  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  dental  injecting  needles: 

1.  Identification:  A  dental  injecting 
needle  is  a  slender,  hollow  metal  device 
with  a  sharp  point  that  is  attached  to  a 
syringe  and  is  used  to  inject  local 
anesthetics  and  other  drugs. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  dental  injecting 
needles  be  classified  into  class  II 
because  tissue  damage  may  result  if  the 
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device  is  not  sufficiently  sharp  or 
straight.  The  needle  is  used  in 
conjunction  with  a  syringe;  the  entire 
apparatus  may  be  hazardous  if  it  is  not 
satisfactorily  assembled,  maintained,  or 
used.  The  Panel  believes  that  general 
controls  alone  would  not  provide 
sufficient  control  over  these 
characteristics.  The  Panel  believes  that 
a  performance  standard  would  provide 
reasonable  assurance  of  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panei 
based  its  recommendation  on  the  Panei 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  (a)  Tissue  trauma: 
Poorly  constructed  needles  with 
defective  points  or  the  use  of  inferior 
materials  may  cause  tissue  trauma  and 
require  an  additional  injection,  (b) 
Adverse  tissue  reaction:  If  the  materials 
used  in  the  device  are  not 
biocompatible,  the  patient  may  have  an 
adverse  tissue  reaction. 

Proposed  ClassiHcation 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
dental  injecting  needles  be  classified 
into  class  11  (performance  standards). 
The  agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  .of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 


proposes  to  amend  Part  872  in  Subpart  E 
by  adding  new  §  872.4730,  to  read  as 
follows: 

§  872.4730  Dental  injecting  needle. 

(a)  Identification.  A  dental  injecting 
needle  is  a  slender,  hollow  metal  device 
with  a  sharp  point  that  is  attached  to  a 
syringe  and  is  used  to  inject  local 
anesthetics  and  other  drugs. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville^  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doo.  80-39920  Filed  12-29-80:  8:45  am] 

BILUNG  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N-293S1 

Medical  Devices;  Classification  of 
Bone  Plates 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administation  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  bone  plates  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 
FDA  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 


Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  bone  plates: 

1.  Identification;  A  bone  plate  is  a 
metal  device  used  to  stabilize  fractured 
bone  structures  in  the  oral  cavity.  The 
bone  segments  are  attached  to  the  plate 
with  screws  to  prevent  movement  of  the 
segments. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  high  priority. ' 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  bone  plates  be 
classified  into  class  II  because  faulty 
construction  of  the  device  could  result  in 
a  reopening  of  the  bone  fracture.  The 
materials  used  in  the  device  that  contact 
the  body  should  meet  a  generally 
accepted  level  of  tissue  compatibility. 
The  Panel  believes  that  general  controls 
alone  would  not  provide  sufficient 
control  over  these  characteristics.  The 
Panel  believes  that  a  performance 
standard  would  provide  reasonable 
assurance  of  safety  and  effectiveness  of 
the  device  and  that  there  is  sufficient 
information  to  establish  a  performance 
standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of.  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  helath:  (a)  Infection:  If  the 
device  cannot  be  properly  sterilized  or  is 
contaminated,  an  infection  may  result, 
(b)  Bone  damage:  If  the  device  is 
improperly  constructed,  bone  damage 
may  occur,  (c)  Adverse  tissue  reaction: 

If  the  materials  in  the  device  are  not 
biocompatible,  the  patient  may  have  an 
adverse  tissue  reaction. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
bone  plates  be  classified  into  class  II 
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(performance  standards).  FDA  believes 
that  bone  plates  should  be  considered 
implants.  This  device  is  designed  to  be 
placed  within  the  tissues  of  ^e  human 
body  for  an  indefinite  period  of  time. 
However,  the  agency  also  believes  that 
premarket  approval  is  not  necessary  to 
assure  the  safety  and  effectiveness  of 
the  device.  Bone  plates  are  completely 
imbedded  in  tissues,  and  there  is  no 
possibility  of  entry  of  microorganisms 
causing  infection.  Moreover,  because  the 
device  does  not  protrude  into  the  oral 
cavity,  there  is  no  possibility  of 
irritation  for  chemical  reactions  with 
substances  placed  in  the  mouth.  The 
materials  used  in  the  construction  of 
bone  plates  have  been  used  in  dentistry 
for  many  years  and  have  demonstrated 
acceptable  biocompatibility 
characteristics.  The  agency  believes  that 
a  performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  FDA  also 
believes  that  there  is  sufHcient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22872  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the^ ' 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055, 90  Stat.  5-10-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  E 
by  adding  new  §  872.4760,  to  read  as 
follows: 

§  872.4760  Bone  plate. 

(a)  Identification.  A  bone  plate  is  a 
metal  device  used  to  stabilize  fractured 
bone  structures  in  the  oral  cavity.  The 
bone  segments  are  attached  to  the  plate 
with  screws  to  prevent  movement  of  the 
segments. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 


Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

|FR  Doc.  80-39921  Tiled  12-29-80i  8:45  am] 

BILLING  CODE  4110-03-41 

21  CFR  Part  872 

I  Docket  No.  78N-2941] 

Medical  Devices;  Classificatton  of  AC- 
Powered  Bone  Saws 

AGEtiiCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary;  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  relation 
classifying  AC-powered  bone  saws  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  dassified  into  class  11. 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  Hnal  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1978. 

DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  elective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION; 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 


background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  AC-powered  bone 
saws: 

1.  Identification:  An  AC-powered 
bone  saw  is  a  device  with  a  serrated 
edge  that  is  used  during  oral  surgery  for 
cutting  and  contouring  bone. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  AC-powered  bone 
saws  be  classified  into  class  U  because 
the  electrical  design  of  the  device  should 
be  controlled  to  prevent  electrical  shock 
to  the  patient  or  user.  The  general 
design  of  the  device  should  be 
controlled  to  prevent  bone  and  tissue 
trauma.  The  Panel  believes  that  general 
controls  alone  would  not  provide 
sufficient  control  over  these 
characteristics.  The  Panel  believes  that 
a  performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Pandl 
based  its  recommendation  on  the  Panel 
members’  personal  knov/ledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  (a)  Bone  and 
adverse  tissue  trauma:  Improper  design 
of  the  device  may  cause  trauma  to  bone 
and  underlying  tissue,  (b)  Electrical 
shock:  Improper  electrical  design  of  the 
device  may  cause  electrical  shock  to  the 
patient  or  user. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
AC-powered  bone  saws  be  classified 
into  class  II  (performance  standards). 
The  agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
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published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  E 
by  adding  new  §  872.4820,  to  read  as 
follows: 

§  872.4820  AC-powered  bone  saw. 

(a)  Identification.  An  AC-powered 
bone  saw  is  a  device  with  a  serrated 
edge  used  during  oral  surgery  for  cutting 
and  contouring  bone. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc,  80-39922  Filed  12-29-80;  8:45  am) 
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21  CFR  Part  872 
[Docket  No.  78N-2942] 

Medical  Devices;  Classification  of 
Rotary  Scalers 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  rotary  scalers  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  11.  The 


effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards' 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
dates:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposed  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: . 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  rotary  scalers: 

1.  Identification:  A  rotary  scaler  is  an 
abrasive  devices  that  is  attached  to  a 
powered  handpiece  and  is  used  to 
remove  calculus  deposits  from  teeth 
during  dental  cleaning  and  periodontal 
(gum)  therapy. 

2.  Recommendation  clasification: 

Class  II  (performance  standards).  The 
Panel  recommends  that  establishing  a 
performance  standard  for  rotary  scalers 
to  be  a  high  priority. 

3.  Summary  of  reasons  for 
■  recommendation:  The  Panel 

recommends  that  rotary  scalers  be 
classified  into  class  II  because  the 
abrasive  qualities  of  the  device  must  be 
xjontrolled  to  reduce  the  surface  damage 
to  tooth  enamel  and  dental  pulp  which 
may  be  caused  by  the  scouring  action 
and  heat  from  the  device  during  calculus 
removal.  The  Panel  believes  that  general 
controls  alone  would  not  provide 
sufficient  control  over  these 
characteristics.  The  Panel  believes  that 
a  performance  standard  would  provide 
reasonable  assurance  of  safety  and 
effectiveness  of  the  device  and  that 
there  is  suffiicient  information  to 
establish  a  standard. 

4.  Sum^nary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
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clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  Damage  to  tooth 
structures:  The  scouring  action  of  the 
device  may  generate  heat.  Both  the 
abrasive  action  and  heat  may  damage 
the  teeth  and  gums. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
rotary  scalers  be  classified  into  class  II 
(performance  standards).  FDA  believes 
that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  FDA  also  believes  that  there  is  is 
sufficient  information  to  establish  a 
performance  standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat,  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  E 
by  adding  new  §  872.4840,  to  read  as 
follows; 

§  872.4840  Rotary  scaler. 

(a)  Identification.  A  rotary  scaler  is  an 
abrasive  device  that  is  attached  to  a 
powered  handpiece  and  is  used  to 
remove  calculus  deposits  from  teeth 
during  dental  cleaning  and  periodontal 
(gum)  therapy. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may.  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
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identiHed  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-39923  Filed  12-29-80;  8:45  am) 
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21  CFR  Part  872 

[Docket  No.  78N-29431 

Medical  Devices:  Classification  of 
Ultrasonic  Scalers 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  ultrasonic  scalers  into  class 
II  (performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  ClassiHcation  Panel  that 
the  device  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  developipent 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20357. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
backgroimd  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  ultrasonic  scalers: 

1.  Identification:  An  ultrasonic  scaler 
is  a  device  used  during  dermal  cleaning 


and  periodontal  (gum)  therapy  to 
remove  calculus  deposits  from  teeth  by 
application  of  an  ultrasonically 
vibrating  scaler  tip  to  the  teeth. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  ultrasonic  scalers  be 
classified  into  Class  II  because 
standards  are  needed  to  control  the 
pulsation  strength  and  frequency  and  to 
provide  proper  cooling  for  the  teeth 
during  cleaning  to  avoid  dental  pulp 
damage.  The  Panel  believes  that  general 
controls  alone  would  not  provide 
sufficient  control  over  these 
characteristics.  The  Panel  believes  that 
a  performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  (a)  Pulp  destruction: 
Excessive  amplitude  of  vibration  or 
inadequate  cooling  may  cause  damage 
to  dental  pulp,  (b)  Pacemaker 
interference:  Electronic  interference  may 
have  an  adverse  effect  on  heart 
pacemaker  function. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
ultrasonic  scalers  be  classified  into 
class  II  (performance  standards).  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  tot:ontrol  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 


committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  E 
by  adding  new  §  872.4850,  to  read  as 
follows: 

§  872.4850  Ultrasonic  scaler. 

(a)  Identification.  An  ultrasonic  scaler 
is  a  device  used  during  dental  cleaning 
and  periodontal  (gum)  therapy  to 
remove  calculus  deposits  from  teeth  by 
application  of  an  ultrasonic  vibrating 
scaler  tip  to  the  teeth. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-39924  Filed  12-29-80;  8:45  am] 
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21  CFR  Part  872 

[Docket  No.  78N-2945] 

Medical  Devices;  Classification  of 
Surgical  Tissue  Scissors 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  surgical  tissue  scissors  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
'  the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  1 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  staidards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  daseifying  a 
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device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm  4-62, 
5600  Fishers  Lane,  Rockville,  MD  20857. 
FOR  FURTHER  INFORMATION  CONTACT: 
Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 
SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classiHcation  of  surgical  tissue  scissors; 

1.  Identification:  Surgical  tissue 
scissors  are  a  device  used  to  cut  soft 
tissue  of  the  mouth,  such  as  gums, 
during  surgical  procedures.  The  device 
has  short,  slightly  curved  stainless  steel 
blades  which  allow  easy  access  to  the 
surgical  site. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  surgical  tissue  scissors 
be  classiHed  into  class  I  because  the 
Panel  believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 


the  good  manufacturing  practice  , 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended, 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommenciation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  surgical  tissue 
scissors  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

FDA  disagrees  with  the  Panel’s 

recommendation  and  is  proposing  that 
surgical  tissue  scissors  be  classified  into 
class  II  (performance  standards).  'The 
properties  of  the  materials  used  to  form 
surgical  tissue  scissors  depend  upon  the 
proper  composition  of  these  materials. 
Moreover,  surgical  tissue  scissors 
directly  contact  oral  tissue.  Altering  the 
composition  of  the  materials  used  in  the 
device  or  contamination  of  the  materials 
with  other  substances  may  cause 
adverse  tissue  reactions,  thus  placing 
the  patient  unnecessarily  at  risk.  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are^ 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  surgical  tissue  scissors  should  be 
classified  into  class  U  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  premarket 
notification  procedures  under  section 
510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (sec.  513,  701(a), 
52  Stat  1055,  90  Stat.  540-546  (21  U.S.C. 


360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5,1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  part  872  in  Subpart  E 
by  adding  new  §  872.4875,  to  read  as 
follows: 

§  872.4875  Surgical  tissue  scissors. 

(a)  Identification.  Surgical  tissue 
scissors  are  a  device  used  to  cut  soft 
tissue  of  the  mouth,  such  as  gums, 
during  surgical  procedures.  The  device 
has  short,  slightly  curved  stainless  steel 
blades  which  allow  early  access  to  the 
surgical  site. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-39925  Filed  12-29-80;  8:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N-2946] 

Medical  Devices;  Classification  of 
Intraosseous  Fixation  Screws 

AGENCY:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  intraosseous  fixation  screws 
into  class  II  (performance  standards). 
FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
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based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  intraosseous  fixation 
screws: 

1.  Identification:  An  intraosseous 
fixation  screw  is  a  metal  device  that  is 
used  to  stabilize  fractured  jaw  bone 
segments  by  inserting  it  into  both  bone 
segments,  thereby  preventing  their 
movement. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
reconunendation:  The  Panel 
recommends  that  intraosseous  fixation 
screws  be  classified  into  class  II 
because  improper  design  or  construction 
of  the  device  may  cause  bone 
degeneration  and  failure  of  the  bone 
segments  to  reunite.  The  materials  used 
in  the  device  that  contact  the  body 
should  meet  a  generally  accepted  level 
of  tissue  compatibility.  The  Panel 
believes  that  general  controls  alone 
would  not  provide  sufficient  control 
over  these  characteristics.  The  Panel 
believes  that  a  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device  and  that  there  is  sufficient 
information  to  establish  a  performance 
standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of.  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  (a)  Infection:  If  the 
device  cannot  be  sterilized  or  is 
contaminated,  infection  may  result. 

(b)  Bone  damage:  If  the  device  is 
improperly  designed  or  constructed, 
bone  damage  may  occur  due  to 


mechanical  trauma  or  failure  of  the  bone 
segments  to  unite. 

(c)  Adverse  tissue  reaction:  If  the 
materials  used  in  the  device  are  not 
biocompatible,  the  patient  may  have  an 
adverse  tissue  reaction. 

Proposed  ClassiHcation 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
intraosseous  fixation  screws  be 
classified  into  class  II  (performance 
standards). 

FDA  believes  that  intraosseous 
Hxation  screws  should  be  considered 
implants.  This  device  is  designed  to  be 
placed  within  the  tissues  of  the  human 
body  for  an  indefinite  period  of  time. 
However,  the  agency  also  believes  that 
premarket  approval  is  not  necessary  to 
assure  the  safety  and  effectiveness  of 
the  device.  Intraosseous  fixation  screws 
are  completely  imbedded  in  tissue,  and 
there  is  no  possibility  of  entry  of 
microorganisms  causing  infection. 
Moreover,  because  the  device  does  not 
protrude  into  the  oral  cavity,  there  is  no 
possibility  of  irritation  caused  by 
chemical  reactions  from  substances  put 
into  the  mouth.  The  materials  used  to 
construct  intraosseous  fixation  screws 
have  been  used  in  dentistry  for  many 
years  and  have  demonstrated 
acceptable  biocompatibility 
characteristics.  The  agency  believes  that 
a  performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (sees.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  E 


by  adding  new  §  872.4880,  to  read  as 
follows: 

§  872.4880  Intraosseous  fixation  screw. 

(a)  Identification.  An  intraosseous 
fixation  screw  is  a  metal  device  that  is 
used  to  stabilize  fractured  jaw  bone 
segments  by  inserting  it  into  both  bone 
segments,  thereby  preventing  their 
movement. 

(b)  Classification.  Class  U 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regula  tory  Affairs. 

[FR  Doc.  80-39926  Piled  12-29-80;  8:45  am] 

BILLING  CODE  4110-03-M 


121  CFR  Part  8721 

[Docket  No.  78N-2947] 

Medical  Devices;  Classification  of 
Dental  Electrosurgical  Units  and 
Accessories 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  dental  electrosurgical  units 
and  accessories  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
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address:  Written  comments  to  the 
Office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFk-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave„ 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  dental  electrosurgical 
units  and  accessories: 

1.  Identification:  A  dental 
electrosurgical  unit  and  accessories  is 
an  AC-powered  device  consisting  of  a 
controlled  power  source  and  a  set  of 
cutting  and  coagulating  electrodes.  This 
device  is  used  to  cut  or  remove  soft 
tissue  or  to  control  bleeding  during 
surgical  procedures  in  the  oral  cavity. 

An  electrical  current  passes  through  the 
tip  of  the  electrode  into  the  tissue  and. 
depending  upon  the  operating  mode 
selected,  cuts  through  soft  tissue  or 
coagulates  the  tissue. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  high  priority. 

3.  Summary  of  reasons  for 
recommmendation:  The  Panel 
recommends  that  dental  electrosurgical 
units  and  accessories  be  classified  into 
class  II  because  the  electrical  properties 
of  the  device  must  be  controlled  to 
prevent  electrical  shock  and  burns  to  the 
patient  or  user.  The  Panel  believes  that 
general  controls  alone  would  not 
provide  sufficient  control  over  these 
characteristics.  The  Panel  believes  that 
a  performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  (a)  Tissue  damage: 
If,  due  to  improper  or  inadequate 
performance  of  the  device,  the  cutting 
process  is  prolonged,  extensive  heat- 
induced  damage  may  occur  in  the  tissue 
surrounding  the  surgical  site. 
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(b)  Electrical  shock:  Improper  design 
of  the  device  may  cause  electrical  shock 
to  the  patient  or  user. 

Proposed  Classirication 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
dental  electrosurgical  units  and 
accessories  be  classified  into  class  II 
(performance  standards).  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identified  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  E 
by  adding  new  §  872,4920,  to  read  as 
follows: 

§  872.4920  Dental  electrosurgical  unit  and 
accessories. 

(a)  Identification.  An  electrosurgical 
unit  and  accessories  is  an  AC-powered 
device  consisting  of  a  controlled  power 
source  and  a  set  of  cutting  and 
coagulating  electrodes.  This  device  is 
used  to  cut  or  remove  soft  tissue  or  to 
control  bleeding  during  surgical 
procedures  in  the  oral  cavity.  An 
electrical  current  passes  through  the  tip 
of  the  electrode  into  the  tissue  and, 
depending  upon  the  operating  mode 
selected,  cuts  through  soft  tissue  or 
coagulates  the  tissue. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
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Lane,  Rockville,  MD  20857,  w’ritten 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated;  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

ira  Doc.  80-39927  Filed  12-29-60;  8.45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N-2948] 

Medical  Devices;  Classification  of 
Intraosseous  Fixation  Wires 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  intraosseous  fixation  wires 
into  class  II  (performance  standards). 
FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  future  development  of  one  or 
more  performance  standards  to  assure 
the  safety  and  effectiveness  of  the 
device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Amendments  of  1976. 

DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  of  its  publication  in  the 
Federal  Register 

ADDRESS:  Written  comments  to  the 
Office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave„ 
Silver  Spring,  MD  20910,  301-427-7536 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 
A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
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The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  intraosseous  fixation 
wires: 

1.  Identification:  An  intraosseous 
fixation  wire  is  a  metal  device  that  is 
used  to  stabilize  and  constrict  fractured 
jaw  bone  segments  by  wrapping  the 
wire  around  the  ends  of  the  bone 
segments. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  intraosseous  fixation 
wires  be  classified  into  class  II  because 
improper  design  or  construction  of  the 
device  may  cause  bone  degeneration 
and  failure  of  the  bone  segments  to 
reunite.  The  materials  used  in  the  device 
that  contact  the  body  should  meet  a 
generally  accepted  level  of  tissue 
compatibility.  The  Panel  believes  that 
general  controls  alone  would  not 
provide  sufficient  control  over  these 
characteristics.  The  Panel  believes  that 
a  performance  standard  would  provide 
reasonable  assurance  of  safety  and 
effectivertess  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  (a)  Infection:  If  the 
device  cannot  be  sterilized  or  is 
contaminated,  infection  may  result. 

(b)  Bone  damage:  If  the  device  is 
improperly  designed,  bone  damage  may 
occur. 

(c)  Adverse  tissue  reaction:  If  the 
materials  used  in  the  device  are  not 
biocompatible,  the  patient  may  have  an 
adverse  tissue  reaction. 

Proposed  Classitication 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
intraosseous  fixation  wires  be  classified 
into  class  II  (performance  standards). 
FDA  believes  that  intraosseous  fixation 
wires  should  be  considered  implants. 
This  device  is  designed  to  be  placed 
within  the  tissues  of  the  human  body  for 
an  indefinite  period  of  time.  However, 
the  agency  also  believes  that  premarket 
approval  is  not  necessary  to  assure  the 
safety  and  effectiveness  of  the  device. 
Intraosseous  fixation  wires  are 
completely  imbedded  in  tissue,  and 
there  is  no  possibility  of  entry  of 
microorganisms  causing  infection. 


Moreover,  because  the  device  does  not 
protrude  into  the  oral  cavity,  there  is  no 
possibility  of  irritation  caused  by 
chemical  reactions  from  substances  put 
in  the  mouth.  The  materials  used  in  the 
construction  of  intraosseous  Hxation 
wires  have  been  used  in  dentistry  for 
many  years  and  have  demonstrated 
acceptable  biocompatibility 
characteristics.  The  agency  believes  that 
a  performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  E 
by  adding  new  §  872.4950,  to  read  as 
follows: 

§  872.4950  Intraosseous  fixation  wires. 

(a)  Identification.  An  intraosseous 
fixation  wire  is  a  metal  device  that  is 
used  to  stabilize  and  constrict  fractured 
jaw  bone  segments  by  wrapping  the 
wire  around  the  ends  of  the  bone 
segments. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  the  individuals 
may  submit  one  copy.  Comments  are  to 
be  identified  with  the  Hearing  Clerk 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  above 


office  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f fairs. 

IFR  Uoc.  80-39928  Filed  12-29-80;  8:45  am) 
BILLING  CODE  4110-03-M 


21  CFR  Part  872 

(Docket  No.  78N-29501 

Medical  Devices;  Classification  of 
Orthodontic  Elastic  Bands 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  orthodontic  elastic  bands 
into  class  II  (performance  standards). 
FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  nuire 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  1  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  PaneL 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  orthodontic  elastic 
bands: 
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1.  Identification;  An  orthodontic 
elastic  band  is  a  device  made  of  rubber 
that  is  used  with  orthhodontic 
appliances  to  alter  the  position  of  teeth 
by  applying  pressure  on  them. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notiOcation  procedures 
under  section  510(k]  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 

360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i],  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  orthodontic  elastic 
bands  be  classiHed  into  class  I  because 
the  Panel  believes  that  general  controls 
are  sufficent  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members'  personal  knowledge  of,  and 
clinical  experience  with,  orthodontic 
elastic  bands  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
orthodontic  elastic  bands  be  classified 
into  class  11  (performance  standards). 
The  properties  of  the  materials  used  to 
form  orthodontic  elastic  bands  depend 
upon  the  correct  composition  of  these 
materials.  Moreover,  orthodontic  elastic 
bands  directly  contact  oral  tissue. 
Altering  the  composition  of  the 
materials  used  in  the  device  or 
contamination  of  the  materials  with 
other  substances  may  cause  adverse 
tissue  reactions,  thus  placing  the  patient 
unnecessarily  at  risk.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 


device.  The  agency  also  believes  that 
there  is  sufHcient  information  to 
establish  a  performance  standard  for 
this  device. 

Because  the  agency  has  determined 
that  orthodontic  elastic  bands  should  be 
classiHed  into  class  II  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  premarket 
notification  procedures  under  section 
510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identiHes  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register.  . 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  F 
by  adding  new  §  872.5400,  to  read  as 
follows; 

§  872.5400  Orthodontic  elastic  band. 

(a)  Identification,  An  orthodontic 
elastic  band  is  a  device  made  of  rubber 
that  is  used  with  orthodontic  appliances 
to  alter  the  position  of  teeth  by  applying 
pressure  on  them. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
sub.uitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 


Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-39929  Filed  12-29-80:  8:45  em] 

BILLING  CODE  4110-03-M 

21  CFR  Part  872 
[Docket  No.  78N-29511 

Medical  Devices;  Classification  of 
Preformed  Orthodontic  Bands 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  and  proposed  regulation 
classifying  preformed  orthodontic  bands 
into  class  II  (performance  standards). 
FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device  . 
ClassiHcation  Panel  that  the  device  be 
classified  into  class  1  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  Hnal 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  tif  1976. 
DATES:  Comments  by  March  2, 1981, 

FDA  proposes  that  the  Hnal  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  i- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  preformed  orthodontic 
bands; 

1.  Identification:  A  preformed 
orthodontic  band  is  a  prefabricated 


Federal  Register  /  Vol.  45,  No.  251  /  Tuesday,  December  30,  1980  /  Proposed  Rules 


86087 


device  made  of  metal.  In  orthodontic 
treatment,  the  device  is  afflxed  to  a 
tooth  to  provide  a  foundation  for 
•anchoring  orthodontic  appliances  so 
that  pressure  can  be  exerted  on  the 
teeth. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U  S.C, 

360[k]),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(fS)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  preformed  orthodontic 
bands  be  classiHed  into  class  I  because 
the  Panel  believes  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended.  • 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  pesrsonal  knowledge  of,  and 
clinical  experience  with,  preformed 
orthodontic  bands  in  the  practice  of 
dentistry. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
preformed  orthodontic  bands  be 
classified  into  class  II  (performance 
standards).  The  properties  of  the 
materials  used  to  form  preformed 
orthodontic  bands  depend  upon  the 
proper  composition  of  these  materials. 
Moreover,  preformed  orthodontic  bands 
directly  contact  oral  tissue.  Altering  the 
composition  of  materials  used  in  the 
device  or  contamination  of  the  materials 
with  other  substances  may  cause 
adverse  tissue  reactions,  thus  placing 
the  patient  unnecessarily  at  risk.  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 


standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  preformed  orthodontic  bands 
should  be  classitied  into  class  II  rather 
than  class  I,  the  agency  is  not  required 
to  publish  a  regulation  adopting  or 
rejecting  the  Panel  recommendation  that 
this  device  be  exempt  from  the 
premarket  notification  procedures  under 
section  510(k},  the  records  and  reports 
requirements  under  section  519  and  the 
good  manufacturing  practice  regulation 
under  section  520(f]  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  F 
by  adding  new  §  872.5410,  to  read  as 
follows: 

§  872.5410  Preformed  orthodontic  band. 

(a)  Identification.  A  preformed 
orthodontic  band  is  a  prefabricated 
device  made  of  metal.  In  orthodontic 
treatment,  the  device  is  afHxed  to  a 
tooth  to  provide  a  foundation  for 
anchoring  orthodontic  appliances  so 
that  pressure  can  be  exerted  on  the 
teeth. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 


9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

P'S  Doc.  80-39930  Filed  12-29-80: 8:45  am] 
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21  CFR  Part  872 
[Docket  No.  78N-2952] 

Medical  Devices;  Classification  of 
Orthodontic  Band  Drivers 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  orthodontic  band  drivers  into 
class  1  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  1.  The 
effect  of  classifying  a  device  into  class  1 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  oi  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring.  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  orthodontic  band 
drivers: 

1.  Identification:  An  orthodontic  band 
driver  is  a  spring-activated  hand 
instrument  that  is  used  to  place 
orthodontic  bands  on  teeth.  The  device 
drives  the  band  onto  the  tooth  when  the 
spring  is  released. 


86088 


Federal  Register  /  Vol.  45,  No.  251  /  Tuesday,  December  30,  1980  /  Proposed  Rules 


2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notiOcation  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C.  360 
(k)),  records  and  reports  requirements 
under  section  519  of  the  act  (21  U.S.C 
360),  and  the  good  manufacturing 
practice  regulation  under  section  520(f) 
of  the  act  (21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  orthodontic  band 
drivers  be  classified  into  class  I  because 
the  Panel  believes  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notiHcation  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  orthodontic 
band  drivers  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
orthodontic  band  drivers  be  classified 
into  class  I  (general  controls).  The 
agency  believes  that  general  controls 
are  sufficient  to  control  the  risks  to 
health  presented  by  the  device. 

In  response  to  the  panel’s 
recommendation  that  manufacturers  of 
orthodontic  band  drivers  be  exempt 
from  section  510(k)  of  the  act  (21  U.S.C. 
360),  FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration, 
device  listing,  and  premarket 
notification  under  section  510  (a) 
through  (k)  of  the  act.  Under  section 
510(g)(4)  of  the  act,  the  agency  may 
exempt  a  manufacturer  from  section  510 
only  if  it  finds  that  compliance  with  this 
section  is  not  necessary  for  the 
protection  of  the  public  health.  In  the 
case  of  registration,  listing,  and 
premarket  notification  by  manufacturers 
of  orthodontic  band  drivers,  the  agency 
cannot  make  the  required  finding.  To 
protect  the  public  health,  the  agency 
needs  to  be  able  to  identify  the  firms 
manufacturing  this  device,  to  conduct 


necessary  inspections  and  to  receive 
premarket  notification  from 
manufacturers  to  assure  that  FDA  learns 
of  new  devices  and  of  significant 
modifications  of  existing  devices  for 
which  premarket  approval  is  required. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
orthodontic  band  drivers  be  exempt 
from  records  and  reports  regulations 
under  section  519  of  the  act  (21  U.S.C. 
360i).  The  records  and  reports 
requirements  in  several  jof  FDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  are  found  in  the  device 
good  manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  TOA  will  publish  other 
regulations  under  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued,  FDA 
believes  that  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  device 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180). 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
orthodontic  band  drivers  be  exempt 
from  the  device  good  manufacturing 
practice  (GMP)  regulation  under  section 
520(f)  of  the  act  (21  U.S.C.  360j(f)).  FDA 
is  proposing  that  a  manufacturer  of  this 
device  who  does  not  label  or  otherwise 
represent  it  as  sterile  be  exempt,  in  the 
manufacture  of  the  device,  from  all 
requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §§  820.180 


and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  orthodontic  band 
drivers,  even  when  the  device  is  not 
labeled  or  otherwise  represented  as 
sterile,  must  still  be  required  to  comply 
with  the  complaint  file  requirements  of 
§  820.198  to  ensure  that  these 
manufacturers  have  adequate  systems 
for  complaint  investigation  and 
followup.  The  agency  also  believes  that  ' 
manufacturers  of  orthodontic  band 
drivers  must  still  be  required  to  comply 
with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  can  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  can  determine 
whether  the  exemption  from  other 
sections  of  the  GMP  regulation  is  still 
appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notice  of  these  changes  in  the 
Federal  Register  of  May  19, 1978  (43  FR 
21666.  21667,  and  21668)  and  May  26, 

1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food.  - 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  F 
by  adding  new  §  872.5420,  to  read  as 
follows: 

§  872.5420  Orthodontic  band  driver 

(a)  Identification:  An  orthodontic 
band  driver  is  a  spring-activated  hand 
instrument  that  is  used  to  place 
orthodontic  bands  on  teeth.  The  device 
drives  the  band  onto  the  tooth  when  the 
spring  is  released. 

(b)  Classification.  Class  I  (general 
controls).  This  device  is  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820,  with  the  exception  of 

§  820.180,  regarding  general 
requirements  concerning  records,  and 
§  820.198,  regarding  complaint  files. 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
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Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

IFR  Doc.  80-39931  Filed  12-29-80;  8:45  am) 

BILUNQ  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N-2953] 

Medical  Devices;  Classification  of 
Orthodontic  Band  Materials 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  orthodontic  band  materials 
into  class  II  (performance  standards). 
FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classiHed  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  hnal  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia,  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 


Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
backgroimd  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  ClassiHcation  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classiHcation  of  orthodontic  band 
materials: 

1.  Identification:  Orthodontic  band 
material,  such.as  stainless  steel,  is  a 
device  that  is  used  to  construct  a  custom 
orthodontic  band.  The  band  is  placed 
around  a  tooth  which,  because  of  its  size 
or  location,  cannot  be  Htted  with  a 
preformed  orthodontic  band.  The  band 
provides  a  foundation  for  anchoring 
orthodontic  appliances,  so  that  pressure 
can  be  exerted  on  the  teeth. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 

360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  orthodontic  band 
materials  be  classiBed  into  class  1 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  orthodontic 
band  materials  in  the  practice  of 
dentistry, 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
orthodontic  band  materials  be  classified 
into  class  II  (performance  standards). 
The  properties  of  the  materials  used  to 
form  orthodontic  band  materials  depend 


upon  the  proper  composition  of  these 
materials.  Moreover,  orthodontic  band 
materials  directly  contact  oral  tissue. 
Altering  the  composition  of  the 
materials  used  in  the  device  or 
contamination  of  the  materials  with 
other  substances  may  cause  adverse 
tissue  reactions,  thus  placing  the  patient 
unnecessarily  at  risk.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  'The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

Because  the  agency  has  determined 
that  orthodontic  band  materials  should 
be  classified  into  class  II  rather  than 
class  I,  the  agency  is  not  required  to 
publish  a  regulation  adopting  or 
rejecting  the  Panel  recommendation  that 
this  device  be  exempt  from  the 
premarket  notification  procedures  under 
section  510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpari  F 
by  adding  new  §  872.5430,  to  read  as 
follows: 

§  872.5430  Orthodontic  band  material. 

(a)  Identification.  Orthodontic  band 
material,  such  as  stainless  steel,  is  a 
device  that  is  used  to  construct  a  custom 
orthodontic  band.  The  band  is  placed 
around  a  tooth  which,  because  of  its  size 
or  location,  cannot  be  fitted  with  a 
preformed  orthodontic  band.  The  band 
provides  a  foundation  for  andioring 
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orthodontic  appliances,  so  that  pressure 
can  be  exerted  on  the  teeth. 

(b)  Classification,  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2. 1981  submit  to  the  Hearing 
Clerk  {HFA-305).  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville.  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-39932  Filed  12-29-80: 8:45  un>l 
BILLING  CODE  4110-03-M 


21  CFR  Part  872 
[Docket  N0.78N-2954] 

Medical  Devices;  Ciassification  of 
Orthodontic  Band  Pushers 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  orthodontic  band  pushers 
into  class  I  (general  controls).  FDA  is 
also  publishing  the  recommendation  of 
the  Dentral  Device  Classification  Panel 
that  the  device  be  classified  into  class  I. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
62.  5600  Fishers  Lane,  Rockville.  Md 
20857, 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring.  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 


Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  orthodontic  band 
pushers: 

1.  Identification:  An  orthodontic  band 
pusher  is  a  barlike  stainless  steel  device 
used  is  orthodontic  treatment  to  apply 
pressure  on  orthodontic  bands  in  order 
to  pl^e  the  bands  on  teeth. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommedation:  The  Panel  recommends 
that  orthodontic  band  pushers  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation,  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  orthodontic 
band  pushers  in  the  practice  of 
dentistry. 

5.  Risks  to  health:  None  identified. 
Proposed  classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
orthodontic  band  pushers  be  classified 
into  class  I  (general  controls).  The 
agency  believes  that  general  controls 
are  sufficient  to  control  the  risks  to 
health  presented  by  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
orthodontic  band  pushers  be  exempt 


from  section  510(k)  of  the  act  (21  U.S.C. 
360),  FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration 
and  device  listing  under  section  510(a) 
through  (j)  of  the  act.  but  exempt  from 
premarket  notification  under  section 
510(k)  of  the  act  and  Subpart  E  of  Part 
807  of  the  regulations.  Under  section 
510(g)(4)  of  the  act,  the  agency  may 
exempt  a  manufacturer  from  section  510 
only  if  it  finds  that  compliance  with  this 
section  is  not  necessary  for  the 
protection  of  the  public  health.  In  the 
case  of  registration  and  listing  by 
manufacturers  of  orthodontic  band 
pushers,  the  agency  cannot  make  the 
required  finding.  To  protect  the  public 
health,  the  agency  needs  to  be  able  to 
identify  the  firms  manufacturing  this 
device  and  to  conduct  necessary 
inspections.  The  agency  has  determined, 
however,  that  it  is  not  necessary  for  the 
protection  of  the  public  health  that  FDA 
receive  premarket  notification 
submissions  concerning  orthodontic 
band  pushers.  The  agency  does  not  at 
this  time  anticipate  that  premarket 
approval  will  be  required  for  this  device. 
The  agency  believes  that  the  semiannual 
updating  of  device  listing  under  section 
510(j)(2)  will  provide  FDA  with  adequate 
notice  concerning  new  products  within 
this  generic  type  of  device. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
orthodontic  band  pushers  be  exempt 
from  records  and  reports  regulations  ' 
under  section  519  of  the  act  (21  U.S.C. 
360i).  The  records  and  reports 
requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  are  found  in  the  device 
good  manufacturing  practice  (GMP) 
regulation  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  FDA  will  publish  other 
regulations  under  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experiences  with  medical  devices.  Until 
these  regulations  are  issued,  FDA 
believes  that  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  device 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
-  exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
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will  not  extend  to  two  device  GMP 
requirements.  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
orthodontic  band  pushers  be  exempt 
from  the  device  good  manufacturing 
practice  (GMP)  regulation  under  section 
520(f)  of  the  act  (21  U.S.C.  350j(f)).  FDA 
is  proposing  that  a  manufacturer  of  this 
device  be  except,  in  the  manufacture  of 
the  device,  from  all  requirements  in  the 
GMP  regulation  except  §  820.180  (21 
CFR  820.180),  with  respect  to  general 
requirements  concerning  records,  and 
§  820,198  (21  CFR  820.198),  with  respect 
to  complaint  files.  Based  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device,  the 
agency  has  determined  that  application 
of  the  GMP  regulation,  other  than 
§§  820.180  and  820.198,  is  unlikely  to 
improve  the  safety  and  effectiveness  of 
the  device.  The  agency  believes, 
however,  that  manufacturers  of 
orthodontic  band  pushers  must  still  be 
required  to  comply  with  the  complaint 
file  requirements  of  §  820.298  to  ensure 
that  these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  orthodontic  band 
pushers  must  still  be  required  to  comply 
with  the  general  requirements 
concerning  records  irt  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer's  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  .and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19. 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  50  Stat.  540-546  (21 


U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  F 
by  adding  new  §  872.5440,  to  read  as 
follows; 

§  872.5440  Orthodontic  band  pusher. 

(a)  Identification.  An  orthodontic 
band  pusher  is  a  bar-like  stainless  steel 
device  used  in  orthodontic  treatment  to 
apply  pressure  on  orthodontic  barids  in 
order  to  place  the  bands  on  teeth. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  part  807.  The  device  also  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

•  Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockvile,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identifed  with  the  Hearing  Clerk 
docket  number  found  in  brackets,  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  above 
office  betwen  the  hours  of  9  a.m.  and  4 
p.m.,  Monday  through  Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f fairs. 

|FR  Doc.  80-39933  Filed  12-29-80;  8:45  am) 
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21  CFR  Part  872 
[Docket  No.  78N-2955] 

Medical  Devices;  Classification  of 
Orthodontic  Bank  Setters 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  orthodontic  band  setters  into 
class  I  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments.  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 


actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES;  Comments  by  March  2. 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administraton,  8757  Georgia  Ave.,  Silver 
Spring.  MD  20910,  301-427-7536.  , 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
and  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  orthodontic  band 
setters: 

1.  Identification:  An  orthodontic  band 
setter  is  a  bar-like  device  used  in 
orthodontic  treatment  to  position 
orthodontic  bands  on  teeth. 

2.  Recommended  classification:  Class 
1  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  orthodontic  band 
setters  be  classified  into  class  I  because 
the  Panel  believes  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements  and 
the  good  manufacturing  practice 
regulation,  because  this  is  a  simple 
device  that  presents  no  undue  risk  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
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based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  orthodontic 
band  setters  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
orthodontic  band  setters  be  classified 
into  class  I  (general  controls).  The 
agency  believes  that  general  controls 
are  sufficient  to  control  the  risks  to 
health  presented  by  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
orthodontic  band  setters  be  exempt  from 
section  510(k)  of  the  act  (21  U.S.C. 

360(k)),  FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration 
and  device  listing  under  section  510(a] 
through  (1)  of  the  act,  but  exempt  from 
premarket  notification  under  section 
510(k)  of  the  act  and  Subpart  E  of  Part 
807  of  the  regulations.  Under  section 
510(g)(4)  of  the  act,  the  agency  may 
exempt  a  manufacturer  from  section  510 
only  if  it  finds  that  compliance  with  this 
section  is  not  necessary  for  the 
protection  of  the  public  health.  In  the 
case  of  registration  and  listing  by 
manufacturers  of  orthodontic  band 
setters,  the  agency  cannot  make  the 
required  findings.  To  protect  the  public 
health,  the  agency  needs  to  be  able  to 
identify  the  firms  manufacturing  this 
device  and  to  conduct  necessary 
inspections.  The  agency  has  determined, 
however,  that  it  is  not  necessary  for  the 
protection  of  the  public  health  that  FDA 
receive  premarket  notification 
submissions  conceming.orthodontic 
band  setters.  The  agency  does  not  at 
this  time  anticipate  that  premarket 
approval  will  be  required  for  this  device. 
'The  agency  believes  that  the  semiannual 
updating  of  device  listing  under  section 
510(j)(2)  will  provide  FDA  with  adequate 
notice  concerning  new  products  within 
this  generic  type  of  device. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
orthodontic  band  setters  be  exempt  from 
records  and  reports  regulations  under 
section  519  of  the  act  (21  U.S.C.  360i). 

The  records  and  reports  requirements  in 
several  of  FDA’s  present  device 
regulations  are  authorized,  wholly  or  in 
part,  by  section  519.  The  most  extensive 
of  these  requirements  are  found  in  the 
device  good  manufacturing  practice 
(GMP)  regulation,  published  in  the 
Federal  Register  of  July  21, 1978  (43  FR 
31508).  In  the  future,  FDA  will  publish 
other  regulations  under  section  519, 
including  regulations  requiring  reports  to 
FDA  of  experience  with  medical 
devices.  Until  these  regulations  are 
issued,  FDA  believes  that  it  cannot 


properly  issue  exemptions  from  them.  In 
the  future,  whenever  the  agency 
proposes  device  regulations  that  include 
records  and  reports  requirements,* 
interested  persons  may  submit 
comments  requesting  that  certain 
classes  of  pianufacturers  or  other 
persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
orthodontic  band  setters  be  exempt  from 
the  device  good  manufacturing  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act  (21  U.S.C.  360j(f)),  FDA  is 
proposing  that  a  manufacturer  of  this 
device  be  exempt,  in  the  manufacture  of 
the  device,  from  all  requirements  in  the 
GMP  regulation  except  §  820.180  (21 
CFR  820.180),  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  Based  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device,  the 
agency  has  determined  that  application 
of  the  GMP  regulation,  other  than 
§  §  820.180  and  820.198,  is  unlikely  to 
improve  the  safety  and  effectiveness  of 
the  device.  The  agency  believes, 
however,  that  manufacturers  of 
orthodontic  band  setters  must  still  be 
required  to  comply  with  the  complaint 
file  requirements  of  §  820.198  to  ensure 
that  these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  orthodontic  band 
setters  must  still  be  required  to  comply 
with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 


new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  F 
by  adding  new  §  872.5450,  to  read  as 
follows: 

§  872.5450  Orthodontic  band  setter. 

(a)  Identification,  an  orthodontic  band 
setter  is  a  bar-like  device  used  in 
orthodontic  treatment  to  position 
orthodontic  bands  on  teeth. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  The  device  also  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lanp,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  Docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

|FR  Doc  80-39934  Filed  12-29-80;  8,45  am) 
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action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  orthodontic  metal  brackets 
into  class  II  (performance  standards). 
FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to  . 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville.  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACr. 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration.  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7538. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  orthodontic  metal 
brackets; 

1.  Identification:  An  orthodontic  metal 
bracket  is  a  metal  device  that  is  welded 
to  an  orthodontic  band  or  bonded  to  a 
tooth  and  that  applies  pressure  from 
flexible  orthodontic  wire  to  the  tooth  in 
order  to  alter  the  position  of  the  tooth. 

2.  Recommended  classification;  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i).  and  the  good 
manufacturing  practice  regulation  under 


section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  orthodontic  metal 
brackets  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  orthodontic 
metal  brackets  in  the  practice  of 
dentistry. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
orthodontic  metal  brackets  be  classified 
into  class  II  (performance  standards). 
The  properties  of  the  materials  used  to 
form  orthodontic  metal  brackets  depend 
upon  the  proper  composition  of  these 
materials.  Moreover,  orthodontic  metal 
brackets  directly  contact  oral  tissue. 
Altering  the  composition  of  the 
materials  used  in  the  device  or 
contamination  of  the  materials  with 
other  substances  may  cause  adverse 
tissue  reactions,  thus  placing  the  patient 
unnecessarily  at  risk.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

Because  the  agency  has  determined 
that  orthodontic  metal  brackets  should 
be  classified  into  class  II  rather  than 
class  I,  the  agency  is  not  required  to 
publish  a  regulation  adopting  or 
rejecting  the  Panel  recommendation  that 
this  device  be  exempt  from  the 
premarket  notification  procedures  under 
section  510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 


good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21678)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  F 
by  adding  new  §  872.5460,  to  read  as 
follows; 

§  872.5460  Orhrodontic  metal  bracket. 

(a)  Identification.  An  orthodontic 
metal  bracket  is  a  metal  device  that  is 
welded  to  an  orthodontic  band  or 
bonded  to  a  tooth  and  that  applies 
pressure  from  a  flexible  orthodontic 
wire  to  the  tooth  in  order  to  alter  the 
position  of  the  tooth. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

Doc.  80-39935  Filed  12-29-80;  8:45  amj 
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action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administation  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  orthodontic  plastic  brackets 
into  class  II  (performance  standards). 
FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  1  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  eHectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 

DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  orthodontic  plastic 
brackets: 

1.  Identification:  An  orthodontic 
plastic  bracket  is  a  plastic  device  that  is 
bonded  to  a  tooth  and  that  applies 
pressure  from  a  flexible  orthodontic  , 
wire  to  the  tooth  in  order  to  alter  the 
position  of  the  tooth. 

2.  Recommended  classification;  Class 
1  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 


section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  orthodontic  plastic 
brackets  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
belie.ves  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  device  that 
presents  no  undue  risks  to  health  when 
used  in  a  normal  manner  and  for  the 
purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  orthodontic 
plastic  brackets  in  the  practice  of 
dentistry. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
orthodontic  plastic  brackets  be 
classified  into  class  II  (perfomance 
standards).  The  properties  of  the 
materials  used  to  form  orthodontic 
plastic  brackets  depend  upon  the  proper 
composition  of  these  materials. 
Moreover,  orthodontic  plastic  brackets 
directly  contact  oral  tissue.  Altering  the 
composition  of  the  materials  used  in  the 
device  or  contamination  of  the  materials 
with  other  substances  may  cause 
adverse  tissue  reactions,  thus  placing 
the  patient  unnecessarily  at  risk.  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  orthodontic  plastic  brackets  should 
be  classified  into  class  II  rather  than 
class  I,  the  agency  is  not  required  to 
publish  a  regulation  adopting  or 
rejecting  the  Panel  recommendation  that 
this  device  be  exempt  from  the 
premarket  notification  procedures  under 
section  510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 


good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  alt  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  54Q-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subparl  F 
by  adding  new  §  872.5470,  to  read  as 
follovvs: 

§  872.5470  Ortt'.odcnfic  plastic  bracket. 

(a)  Identification.  An  orthodontic 
plastic  bracket  is  a  plastic  device  that  i.s 
bonded  to  a  tooth  and  that  applies 
pressure  from  a  flexible  orthodontic 
wire  to  the  tooth  in  order  to  alter  the 
position  of  the  tooth. 

(b)  Classification.  Class  H 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doi:.  80  39936  Filed  12-29-80;  8;45  Jm) 
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action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  orthodontic  bracket  aligners 
into  class  I  (general  controls).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  I. 
The  effect  of  classifying  a  device  into 
class  1  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective. 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgip  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION; 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  orthodontic  bracket 
aligners: 

1.  Identification;  An  orthodontic 
bracket  aligner  is  a  plier-like  device  ' 
used  to  align  brackets  on  orthodontic 
bands  that  are  affixed  to  the  teeth.  To 
align  the  brackets,  the  gauge  on  the 
device  is  set  to  the  desired  height  and 
the  stop  of  the  device  is  placed  against 
the  bottom  edge  of  the  tooth. 

2.  Recommended  classification;  Class 
1  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  orthodontic  bracket 


aligners  be  classibed  into  class  1 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notiBcation  procedures, 
record  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation,  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  orthodontic 
bracket  aligners  in  the  practice  of 
dentistry. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
orthodontic  bracket  aligners  be 
classified  into  class  I  (general  controls). 
The  agency  believes  that  general 
controls  are  sufficient  to  control  the 
risks  to  health  presented  by  the  device. 

In  response  to  the  Panel’s 
reconunendation  that  manufacturers  of 
orthodontic  bracket  aligners  be  exempt 
from  section  510(k)  of  the  act  (21  U.S.C. 
360(k)).  FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration 
and  device  listing  under  section  510  (a) 
through  (j)  of  the  act,  but  exempt  from 
premarket  notification  under  section 
510(k)  of  the  act  and  Subpart  E  of  Part 
807  of  the  regulations.  Under  section 
510(g)(4)  of  ^e  act,  the  agency  may 
exempt  a  manufacturer  from  section  510 
only  if  it  finds  that  compliance  with  this 
section  is  not  necessary  for  the 
protection  of  the  public  health.  In  the 
case  of  registration  and  listing  by 
manufacturers  of  orthodontic  bracket 
aligners,  the  agency  cannot  make  the 
required  finding.  To  protect  the  public 
health,  the  agency  needs  to  be  able  to 
identify  the  firms  manufacturing  this 
device  and  to  conduct  necessary 
inspections.  The  agency  has  determined, 
however,  that  it  is  not  necessary  for  the 
protection  of  the  public  health  that  FDA 
receive  premarket  notification 
submissions  concerning  orthodontic 
bracket  aligners.  ’The  agency  does  not  at 
this  time  anticipate  that  premarket 
approval  will  be  required  for  this  device. 
The  agency  believes  that  the  semiannual 
updating  of  device  listing  under  section 
510(j)(2)  will  jH'ovide  FDA  with  adequate 


notice  coiiceming  new  products  within 
this  generic  type  of  device. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacUurers  of 
orthodontic  bracket  aligners  be  exempt 
from  records  and  reports  regulations 
under  section  519  of  the  act  (21  U.S.C. 
360i).  The  records  and  reports 
requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  are  found  in  the  device 
good  manufacturing  piactice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  TOA  will  publish  other 
regulations  under  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued,  FDA 
believes  that  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposed  device 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  b'om  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  t3q)e  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  S  820.180  (21  CFR  820.180). 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198).  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
orthodontic  bracket  aligners  be  exempt 
from  the  device  good  manufacturing 
practice  (GMP)  regulation  under  section 
520(f)  of  the  act  (21  U.S.C.  360j(f)),  FDA 
is  proposing  that  a  manufacturer  of  this 
device  be  exempt,  in  the  manufacture  of 
the  device,  from  all  requirements  in  the 
GMP  regulation  except  §  820.180  (21 
CFR  820.180),  with  respect  to  general 
requirements  concemiiig  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  Based  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device,  the 
agency  has  determined  that  application 
of  the  GMP  regulation,  other  than 
§  §  820.180  and  820.198,  is  unlikely  to 
improve  the  safety  and  effectiveness  of 
the  device.  The  agency  believes, 
however,  that  manufacturers  of 
orthodontic  bracket  aligners  must  still 
be  required  to  comply  with  the 
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complaint  file  requirements  of  §  820.198 
to  ensure  that  these  manufacturers  have 
adequate  systems  for  complaint 
investigation  and  followup.  The  agency 
also  believes  that  manufacturers  of 
orthodontic  bracket  aligners  must  still 
be  required  to  comply  with  the  general 
requirements  concerning  records  in 
§  820.180  to  ensure  that  FDA  has  access 
to  complaint  files,  can  investigate 
device-related  injury  reports  and 
complaints  about  product  defects,  may 
determine  whether  the  manufacturer’s 
corrective  action  are  adequte,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

On  April  28. 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21606,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classiHcation  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  panel  by  the  former 
name.  Further  information  regarding  the 
device  advisory  committees  and  list  of 
their  new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elswhere  in  this  issue  of  the 
Federal  Rc^ster. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Slat.  1055,  90  Slat.  540-546  (21 
U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  F 
by  adding  new  §  872.5430,  to  read  as 
follows: 

§  872.5480  Orthodontic  Bracket  Aligner. 

(a)  Identification.  An  orthodontic 
bracket  aligner  is  a  plier-like  device 
used  to  align  brackets  on  orthodontic 
bands  that  are  affixed  to  the  teeth.  To 
align  the  brackets,  the  guage  on  the 
device  is  set  to  the  desired  height  and 
the  stop  of  the  device  is  placed  against 
the  bottom  edge  of  the  tooth. 

(b)  Classification.  Class  1  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  The  device  also  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 


Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  Docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19. 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f fairs. 

(FR  Doc.  80-39937  Filed  12-29-80:  8:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 

lOocket  No.  78N-2959] 

Medical  Devices;  Classification  of 
Orthodontic  Wire  Clamps 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  orthodontic  wire  clamps  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301^27-7536. 

SUPPLEMENTARY  INFORMATION: 


Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
backgroimd  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  orthodontic  wire 
clamps: 

1.  Identification:  An  orthodontic  wire 
clamp  is  a  device  that  is  attached  to  the 
arch  wire  to  prevent  movement  of  the 
arch  wire. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  orthodontic  wire 
clamps  be  classified  into  class  I  because 
the  Panel  believes  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many  . 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  orthodontic 
wire  clamps  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
orthodontic  wire  clamps  be  classified 
into  class  II  (performance  standards). 
The  properties  of  the  materials  used  to 
form  orthodontic  wire  clamps  depend 
upon  the  proper  composition  of  these 
materials.  Moreover,  orthodontic  wire 
clamps  directly  contact  oral  tissue. 
Altering  the  composition  of  the 
materials  used  in  the  device  or 
contamination  of  the  materials  with 
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other  substances  may  cause  adverse 
tissue  reactions,  thus  placing  the  patient 
unnecessarily  at  risk.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

Because  the  agency  has  determined 
that  orthodotic  wire  clamps  should  be 
classified  into  class  II  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  premarket 
notification  procedures  under  section 
510(k],  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
idntifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  F 
by  adding  new  §  872.5490,  to  read  as 
follows: 

§  872.5490  Orthodontic  wire  ciamp. 

(a)  Identification.  An  orthodontic  wire 
clamp  is  a  device  that  is  attached  to  the 
arch  wire  to  prevent  movement  of  the 
arch  wire  when  placed  in  a  tube  on  an 
orthodontic  band. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 


submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  aO-39938  Tiled  12-29-60;  6:45  am] 
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21  CFR  Part  872 
[Docket  No.  78N-2960] 

Medical  Devices;  Classification  of 
Extraoral  Orthodontic  Headgear 

agency;  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  extraoral  orthodontic 
headgear  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that,  the  device  be 
classified  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration.  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Reconunendation 

A  proposal  elsewhere  in  this  issue  of  ’ 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 


The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  extraoral  orthodontic 
headgear: 

1.  Identification:  An  extraoral 
orthodontic  headgear  is  a  device  that  is 
used,  in  conjunction  with  an  orthodontic 
appliance,  to  exert  pressure  on  the  teeth 
from  outside  the  mouth.  The  headgear 
has  a  strap  that  wraps  around  the 
patient’s  neck  or  head  and  an  inner  bow 
portion  that  is  fastened  to  the 
orthodontic  appliance  in  the  patient’s 
mouth. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  extraoral  orthodontic 
headgears  be  classified  into  class  1 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  may 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  extraoral 
orthodontic  headgear  in  the  practice  of 
dentistry. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
extraoral  orthodontic  headgear  be 
classified  into  class  II  (performance 
standards).  The  properties  of  the 
materials  used  to  form  exlraoral 
orthodontic  headgear  depend  upon  the 
proper  composition  of  these  materials. 
Moreover,  extraoral  orthodontic 
headgear  directly  contact  oral  tissue. 
Altering  the  composition  of  the 
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materials  used  in  the  device  or 
contamination  of  the  materials  with 
other  substances  may  cause  adverse 
tissue  reactions,  thus  placing  the  patient 
unnecessarily  at  risk.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufHcient  information  to 
establish  a  performance  standard  for 
this  device. 

Because  the  agency  has  determined 
that  extraoral  orthodontic  headgear 
should  be  classified  into  class  11  rather 
than  class  1,  the  agency  is  not  required 
to  publish  a  regulation  adopting  or 
rejecting  the  Panel  recommendation  that 
this  device  be  exempt  from  the 
premarket  notification  procedures  under 
section  510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673),  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  F 
by  adding  new  §  872.5500,  to  read  as 
follows: 

§  872.5500  Extraoral  orthodontic 
headgear. 

(a)  Identification.  An  extraoral 
orthodontic  headgear  is  a  device  that  is 
used,  in  conjunction  with  an  orthodontic 
appliance,  to  exert  pressure  on  the  teeth 
from  outside  the  mouth.  The  headgear 
has  a  strap  that  wraps  around  the 
patient’s  neck  or  head  and  an  inner  bow 
portion  that  is  fastened  to  the 
orthodontic  applicance  in  the  patient’s 
mouth. 

(b)  Classification.  Class  11 
(performance  standards). 


Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  80-39939  Filed  12-29-80;  8:45  am] 
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21  CFR  Part  872 
[Docket  No.  78N-2961] 

Medical  Devices;  Classification  of 
Preformed  Orthodontic  Space 
Maintainers 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  preformed  orthodontic  space 
maintainers  into  class  11  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  1  (general  controls). 
The  effect  of  classifying  a  device  into 
class  11  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  1  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  'These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments-by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  810*000  of  Medical 
Devices  (HFK-460),  Food  and  Drug 


Administration,  8757  Georgia  Ave„ 

Silver  Spring.  MD  20910,  301^27-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  preformed  orthodontic 
space  maintainers: 

1.  Identification:  A  preformed 
orthodontic  space  maintainer  is  a  metal 
device  that  is  used  to  preserve  the  space 
between  teeth.  The  device  is  welded  to 
the  orthodontic  bands  affixed  to  the 
teeth  adjacent  to  the  space,  preventing 
movement  of  the  adjacent  teeth  into  the 
empty  space. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  preformed  orthodontic 
space  maintainers  be  classffied  into 
class  I  because  the  Panel  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notiheation  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
member’s  personal  knowledge  of,  and 
clinical  experience  with,  preformed 
orthodontic  space  maintainers  in  the 
practice  of  dentistry, 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
preformed  orthodontic  space 
maintainers  be  classifiedjnto  class  II 
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(performance  standards).  The  properties 
of  the  materials  used  to  form  preformed 
orthodontic  space  maintainers  depend 
upon  the  proper  composition  of  these 
materials.  Moreover,  preformed 
orthodontic  space  maintainers  directly 
contact  oral  tissue.  Altering  the 
composition  of  the  materials  used  in  the 
device  or  contamination  of  the  materials 
with  other  substances  may  cause 
adverse  tissue  reactions,  thus  placing 
the  patient  unnecessarily  at  risk.  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufricient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  preformed  orthodontic  space 
maintainers  should  be  classified  into 
class  II  rather  than  class  I,  the  agency  is 
not  required  to  publish  a  regulation 
adopting  or  rejecting  the  Panel 
recommendation  that  this  device  be 
exempt  from  the  premarket  notification 
procedures  under  section  510(k),  the 
records  and  reports  requirements  under 
section  519,  and  the  good  manufacturing 
practice  regulation  under  section  520(f) 
of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C,  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  F 
by  adding  new  §  872.5510,  to  read  as 
follows: 

§  872.5510  Preformed  orthodontic  space 
maintainer. 

(a)  Identification.  A  preformed 
orthodontic  space  maintainer  is  a  metal 
device  that  is  used  to  preserve  the  space 
between  teeth.  The  device  is  welded  to 


the  orthodontic  bands  affixed  to  the 
teeth  adjacent  to  the  space,  preventing 
movement  of  the  adjacent  teeth  into  the 
empty  space. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (Iff  A-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  ki  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Ooc.  80-39940  Filed  12-29-80: 8:45  am] 
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21  CFR  Part  872 

[Docket  No.  78N-2962] 

Medical  Devices;  Classification  of 
Orthodontic  Pliers 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  orthodontic  pliers  into  class  I 
(general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  1 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976.  • 
DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 


Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  orthodontic  pliers: 

1.  Identification:  Orthodontic  pliers 
are  a  device  used  to  shape  and  to  adjust 
wires  and  bands  used  in  orthodontic 
treatment. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)).  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  orthodontic  pliers  be 
classified  into  class  1  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  orthodontic 
pliers  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
orthodontic  pliers  be  classified  into 
cldss  1  (general  controls).  The  agency 
believes  that  general  controls  are 
sufficient  to  control  the  risks  to  health 
presented  by  this  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
orthodontic  pliers  be  exempt  from 
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section  510(k)  of  the  act  (21  U.S.C.  360 
(k)),  FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration, 
device  listing,  and  premaket  notification 
under  section  510(a)  through  (k)  of  the 
act.  Under  section  510(g)(4)  of  the  act, 
the  agency  may  exempt  a  manufacturer 
from  section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration, 
listing,  and  premarket  notification 
manufacturers  of  orthodontic  pliers,  the 
agency  cannot  make  the  required 
findings.  To  protect  the  public  health, 
the  agency  needs  to  be  able  to  identify 
the  firms  manufacturing  this  device,  to 
conduct  necessary  inspections  and  to 
receive  premarket  notification  from 
manufactuers  to  assure  that  FDA  learns 
of  new  devices  and  of  significant 
modifications  of  existing  devices,  for 
which  premarket  approval  is  required. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
orthodontic  pliers  be  exempt  from 
records  and  reports  regulations  under 
section  59  of  the  act  (21  U.S.C.  360i).  The 
records  and  reports  requirements  in 
several  of  FDA’s  present  device 
regulations  are  authorized,  wholly  or  in 
part,  by  section  519.  The  most  extensive 
of  these  requirements  are  found  in  the 
device  good  manufacturing  practice 
(GMP)  regulation,  published  in  the 
Federal  Register  of  July  21, 1978  (43  FR 
31508).  In  the  future,  FDA  will  publish 
other  regulations  under  section  519, 
including  regulations  requiring  reports  to 
FDA  of  experience  with  medical 
devices.  Until  these  regulations  are 
issued,  FDA  believes  that  it  cannot 
properly  issue  exemptions  from  them.  In 
the  future,  whenever  the  agency 
proposes  device  regulations  that  include 
records  and  reports  requirements, 
interested  persons  may  submit 
comments  requesting  that  certain 
classes  of  manufacturers  or  other 
persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
orthodontic  pliers  be  exempt  from  the 
good  manufacturing  practice  (GMP) 


regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)).  The  agency  believes 
that  compliance  with  this  regulation  is 
necessary  to  assure  the  quality  of  this 
device  and  thus  its  safety,  effectiveness, 
and  compliance  with  the  adulteration 
and  misbranding  provisions  of  the  act. 
Compliance  with  the  GMP  regulation 
will  help  prevent  production  of 
orthodontic  pliers  having  defects  that 
could  harm  users. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  F 
by  adding  new  §  872.5520,to  read  as 
follows: 

§  872.5520  Orthodontic  pliers. 

(a)  Identification.  Orthodontic  pliers 
are  a  device  used  to  shape  and  to  adjust 
wires  and  bands  used  in  orthodontic 
treatment. 

(b)  Classification.  Class  1  (general 
controls). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-82,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m„  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Dog.  80-39941  Filed  l^-2»-80;  8:45  ain| 
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21  CFR  Part  872 

[Docket  No.  78N-3025] 

Medical  Devices;  Classification  of 
Preformed  Tooth  Positioners 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  'The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  preformed  tooth  positioners 
into  class  II  (perfoimance  standards). 
FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
ClassiHcation  Panel  that  the  device  be 
classified  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  wilt  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301^27-7536, 
SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  preformed  tooth 
positioners: 

1.  Identification:  A  preformed  tooth 
positioner  is  a  plastic  device  used  to 
prevent  a  patient’s  teeth  from  shifting 
position  or  to  move  teeth  to  a  final 
position  after  orthodontic  appliances 
(braces)  have  been  removed.  The  device 
is  an  impression  of  a  perfeeted  bite.  The 
patient  bites  down  on  the  device  for 
several  hours  a  day  to  force  the  teeth 
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into  a  Hnal  position  or  to  maintain  the 
teeth  in  their  corrected  position. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notiHcation  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 

360(k)]  and  the  good  manufacturing 
practice  regulation  under  section  520(f) 

,  of  the  act  (21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  preformed  tooth 
positioners  be  classified  into  class  1 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  ensure  the 
safety  and  effectiveness  of  the  device. 
This  device  has  been  used  in  dentistry 
for  many  years.  The  materials  used  in 
the  device  that  contact  the  body  have 
known  and  acceptable  properties.  The 
Panel  believes  that  manufacturers  of 
this  device  should  not  be  required  to 
comply  with  premarket  notification 
procedures  and  the  good  manufacturing 
practice  regulation  because  it  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purposes  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  preformed 
tooth  positioners  in  the  practice  of 
dentistry. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
preformed  tooth  positioners  be 
classified  into  class  II  (performance 
standards).  Preformed  tooth  positioners 
are  composed  of  materials  with  certain 
properties,  properties  that  depend  upon 
the  correct  compostion  of  these 
materials.  Moreover,  preformed. tooth 
positioners  directly  contact  oral  tissue. 
Altering  the  composition  of  the 
materials  used  in  the  device  or 
contaminating  the  materials  with  other 
substances  may  cause  adverse  tissue 
reactions,  thus  placing  the  patient 
unnecessarily  at  risk.  Performance 
standards  are  necessary  to  assure  that 
the  materials  in  the  device  are  nontoxic 
and  of  adequate  strength  to  prevent 
movement  of  teeth  and  to  assure  that 
the  device  fits  properly.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 


there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

Because  the  agency  has  determined 
that  preformed  tooth  positioners  should 
be  classified  into  class  II  rather  than 
class  I,  the  agency  is  not  required  to 
publish  a  regulation  adopting  or 
rejecting  the  panel  recommendation  that 
this  device  be  exempt  from  the 
premarket  notification  procedures  under 
section  510(k),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  as  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  F 
by  adding  new  §  872.5575,  to  read  as 
follows: 

§  872.5575  Preformed  tooth  positioner. 

(a)  Identification.  A  preformed  tooth 
positioner  is  a  plastic  device  used  to 
prevent  a  patient’s  teeth  from  shifting 
position  or  to  move  teeth  to  a  final 
position  after  orthodontic  appliances 
(braces)  have  been  removed.  The  device 
in  an  impression  of  a  perfected  bite.  The 
patient  bites  down  on  the  device  for 
several  hours  a  day  to  force  the  teeth 
into  a  final  position  or  to  maintain  the 
teeth  in  their  corrected  position. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  Docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 


9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated  November  19. 1980. 

William  F.  Randolph, 

Acting  Asscxiate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-39942  Filed  12-29-80;  8:45  am) 
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[Docket  No.  78N-2963] 

Medical  Devices;  Classification  of 
Orthodontic  Expansion  Screw 
Retainers 

AGENCY:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  orthodontic  expansion  screw 
retainers  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

OATES:  Comments  by  March  Z,  1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460).  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
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classification  of  orthodontic  expansion 
screw  retainers: 

1.  Identification:  An  orthodontic 
expansion  screw  retainer  is  a  device 
used  to  exert  pressure  on  the  teeth 
during  orthodontic  treatment.  The 
retainer  has  an  adjustable  screw  that, 
when  turned,  expands  the  device 
laterally  and,  thereby,  enlarges  an  area 
of  the  oral  cavity,  such  as  the  palate. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  orthodontic  expansion 
screw  retainers  be  exempt  from 
premarket  noUHcation  under  section 
510(k)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  360(k)),  records 
and  reports  requirements  under  section 
519  of  the  act  (21  U.S.C,  360i),  and  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

(3)  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  orthodontic  expansion 
screw  retainers  be  classified  into  class  1 
because  the  Panel  believes  that  general 
controls  are  sufHcient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  orthodontic 
expansion  screw  retainers  in  the 
practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
orthodontic  expansion  screw  retainers 
be  classified  into  class  II  (performance 
standards).  The  properties  of  the 
materials  used  to  form  orthodontic 
expansion  screw  retainers  depend  upon 
the  proper  composition  of  these 
materials.  Moreover,  orthodontic 
expansion  screw  retainers  directly 
contact  oral  tissue.  Altering  the 
composition  of  the  materials  used  in  the 
device  or  contamination  of  the  materials 
with  other  substances  may  cause 
adverse  tissue  reactions,  thus  placing 
the  patient  unnecessarily  at  risk.  The 


agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device.  Because  the 
agency  has  determined  that  orthodontic 
expansion  screw  retainers  should  be 
classified  into  class  II  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  premarket 
notification  procedures  under  section 
510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identiHes  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat,  540-546  (21 
U.S.C,  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  F 
by  adding  new  §  872.5530,  to  read  as 
follows: 

§  872.5530  Orthodontic  expansion  screw 
retainer. 

(a)  Identification.  An  orthodontic 
expansion  screw  retainer  is  a  device 
used  to  exert  pressure  on  the  teeth 
during  orthodontic  treatment.  The 
retainer  has  an  adjustable  screw  that, 
when  turned,  expands  the  device 
laterally  and  thereby  enlarges  an  area  of 
the  oral  cavity,  such  the  palate. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 


submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identihed  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday.  , 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-39943  Filed  12-29-60;  8:46  an) 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 

■  Docket  No.  78N-2964] 

Medical  Devices;  Classification  of 
Orthodontic  Springs 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  orthodontic  springs  into  class 
II  (performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classiHed  mto  class  1 
(general  controls).  The  eff^  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  1  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
-under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT. 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
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development  of  the  proposed  regulation. 
The  Dental  Device  ClassiHcation  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  orthodontic  springs: 

1.  Identification:  An  orthodontic  wire 
spring  is  a  metal  device  that  is  attached 
to  the  orthodontic  bands  affixed  to 
adjacent  teeth  and  is  used  to  apply 
pressure  to  teeth  to  correct  their 
position. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notiHcation  procedures 
under  section  510(k)  of  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (21  U.S.C. 

360(k}],  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i],  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  orthodontic  springs  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  orthodontic 
springs  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  disagrees  vvith  the  Panel 
recommendation  and  is  proposing  that 
orthodontic  springs  be  classified  into 
class  II  (performance  standards).  The 
properties  of  the  materials  used  to  form 
orthodontic  springs  depend  upon  the 
proper  composition  of  these  materials. 
Moreover,  orthodontic  springs  directly 
contact  oral  tissue.  Altering  the 
composition  of  the  materials  used  in  the 
device  or  contamination  of  the  materials 
with  other  substances  may  cause 
adverse  tissue  reactions,  thus  placing 
the  patient  unnecessarily  at  risk.  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 


because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  orthodontic  springs  should  be 
classified  into  class  II  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  premarket 
notification  procedures  under  section 
510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  F 
by  adding  new  §  872.5540,  to  read  as 
follows: 

§  872.5540  Orthodontic  spring. 

(a)  Identification.  An  orthodontic 
spring  is  a  metal  device  that  is  attached 
to  the  orthodontic  bands  affixed  to 
adjacent  teeth  and  is  used  to  apply 
pressure  to  teeth  to  correct  their 
position. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 


may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph 

Acting  Associate  Commissioner  for 

Regulatory  Affairs. 

|FR  Doc.  80-39944  Filed  12-29-80-.  8:45  am] 
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21  CFR  Part  872 

IDocket  No.  78N-2965] 

Medical  Devices;  Classification  of 
Teething  Rings 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  fluid-filled  teething  rings  into 
class  II  (performance  standards)  and 
classifying  nonfluid-filled  teething  rings 
into  class  I  (general  controls).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  fluid-filled  teething  rings  be 
classified  into  class  I  (general  controls). 
The  Panel  recommendation  did  not 
include  a  recommended  classification 
for  nonfluid-filled  teething  rings.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying 
teething  rings.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  Ae  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  Md 
20857. 

FOR  FURTHER  INFORMATION  CONTACr. 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring.  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
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development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  fluid-filled  teething 
rings: 

1.  IdentiHcation:  A  fluid-filled  teething 
ring  is  a  soft  plastic  device  containing  a 
liquid,  such  as  water.  Prior  to  use,  the 
liquid  may  be  chilled  by  refrigerating  the 
device.  The  device  is  used  by  infants  to 
soothe  gums  during  the  teething  process. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  records  and  reports  requirements 
under  section  519  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 

360(i)]  and  from  the  good  manufacturing 
practice  (GMP)  regulation  under  section 
520(f)  of  the  act  (21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  fluid-filled  teething 
rings  be  classified  into  class  I  because 
the  Panel  believes  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
year^  The  device  materials  that  contact 
the  body  have  known  and  acceptable 
properties.  The  Panel  believes  that 
manufacturers  of  this  device  should  not 
be  required  to  comply  with  records  and 
reports  requirements  and  the  good 
manufacturing  practice  regulation 
because  this  is  a  simple  device  that 
presents  no  undue  risks  to  health  when 
used  in  a  normal  manner  and  for  the 
purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  fluid-filled 
teething  rings  in  the  practice  of 
dentistry. 

5.  Risks  to  health:  Infection:  If  the  fluid 
in  the  device  becomes  contaminated  and 
the  teething  ring  ruptures,  the  patient 
may  develop  an  infection. 

Proposed  Classification 

With  respect  to  fluid-filled  teething 
rings,  FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
these  rings  be  classified  into  class  II 
(performance  standards).  Contamination 
of  the  fluid  in  the  device  has  the 
potential  for  causing  infection,  if  the 
teething  ring  ruptures.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risk  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 


device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

Because  the  agency  has  determined 
that  fluid-filled  teething  rings  should  be 
classified  into  class  II  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
by  exempt  from  the  records  and  reports 
requirements  under  section  519  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

FDA  has  revised  the  identification  of 
the  device  to  clarify  that  the  regulation 
applies  only  to  products  intended  for 
use  as  an  aid  in  teething,  and  to  include 
nonfluid-filled  teething  rings  as  well  as 
fluid-filled  teething  rings.  Because 
nonfluid-filled  teething  rings  do  not 
present  a  risk  of  infection  due  to 
contaminated  fluid,  FDA  is  proposing  to 
classify  them  into  class  1.  FDA  is  also 
proposing  to  exempt  nonfluid-filled 
teething  rings  from  the  premarket 
notification  requirement  under  section 
510(k)  of  the  act  and  Subpart  E  of  Part 
807  of  the  regulations  (21  CFR  Part  807, 
Subpart  E)  and  from  most  provisions  of 
the  GMP  regulation  under  section  520(f) 
of  the  act  (21  U.S.C.  360j(f))  and  Part  820 
of  the  regulations.  The  agency  has 
determined  that  is  not  necessary  for  the 
protection  of  the  public  health  that  FDA 
receive  premarket  notification 
submissions  concerning  a  nonfluid-filled 
teething  ring.  The  agency  does  not  at 
this  time  anticipate  that  premarket 
approval  will  be  required  for  this  device. 
The  agency  believes  that  the  semiannual 
updating  of  device  listing  under  section 
510(j)(2)  will  provide  FDA  with  adequate 
notice  concerning  new  types  of  nonfluid- 
filled  teething  rings. 

FDA  is  proposing  that  a  manufacturer 
of  a  nonfluid-filled  teething  ring  who 
does  not  label  or  otherwise  represent  it 
as  sterile  be  exempt,  in  the  manufacture 
of  the  device,  from  all  requirements  in 
the  GMP  regulation  except  §  820.180, 
regarding  general  requirements 
concerning  records,  and  §  820,198, 
regarding  complaint  files.  Based  on 
available  information  about  current 
practices  used  in  the  manufacture  of  the 
device  and  user  experience  with  the 
device,  the  agency  has  determined  that 
application  of  the  GMP  regulation,  other 
than  §  §  820.180  and  820.198,  is  unlikely 
to  improve  the  safety  and  effectiveness 
of  the  device.  The  agency  believes, 
however,  that  manufacturers  of  a 
nonfluid-filled  teething  ring,  even  when 
it  is  not  labeled  or  otherwise 
represented  as  sterile,  must  still  be 
required  to  comply  with  the  complaint 
file  requirements  to  ensure  that  these 


manufacturers  have  adequate  systems 
for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  nonfluid-filled  teething 
rings  must  still  be  required  to  comply 
with  the  general  requirements 
concerning  records  to  ensure  that  FDA 
has  access  to  complaint  files,  can 
investigate  device-related  injury  reports 
and  complaints  about  pro'duct  defects, 
may  determine  whether  the 
manufacturer’s  corrective  actions  are 
adequate,  and  may  determine  whether 
the  exemption  from  other  sections  of  the 
GMP  regulation  is  still  appropriate.  A 
manufacturer  of  a  nonfluid-filled 
teething  ring  that  it  labeled  or  otherwise 
represented  as  sterile  is,  in  the 
manufacture  of  this  device,  subject  to 
the  GMP  regulation  in  its  entirety. 

Teething  rings  may  also  be  subject  to 
regulation  by  the  Consumer  Product 
Safety  Commission  under  the  Federal 
Hazardous  Substances  Act  (15  U.S.C. 
1261-1275). 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666.  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  reguktion 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055.  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  F 
by  adding  new  §  872.5550,  to  read  as 
follows: 

§  872.5550  Teething  ring. 

(a)  Identification.  A  teething  ring  is  a 
device  intended  for  use  by  infants  to 
soothe  gums  during  the  teething  process. 

(b)  Classification.  (1)  Class  I  (general 
controls),  if  the  teething  ring  does  not 
contain  a  liquid,  such  as  water.  This 
nonfluid-filled  teething  ring  is  exempt 
from  the  premarket  notification 
procedures  in  Subpart  E  of  Part  807.  If 
the  nonfluid-filled  device  is  not  labeled 
or  otherwise  represented  as  sterile,  it 
also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820,  with  the  exception  of  §820.180, 
regarding  general  requirements 
concerning  records,  and  §  820.198, 
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regarding  compliant  files.  (2)  Class  II 
(performance  standards),  if  the  teething 
ring  contains  a  liquid,  such  as  water. 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A /fairs. 

(FR  Doc.  80-39945  Filed  12-29-80;  8:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N-2966] 

Medical  Devices;  Classification  of 
Orthodontic  Tubes 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  orthodontic  tubes  into  class 
II  (performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  1 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  Hnal  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
offlce  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 


FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classincation  of  orthodontic  tubes: 

1.  Identification:  An  orthodontic  tube 
is  a  metal  device  that  is  used  in 
orthodontics  to  attach  a  wire  or 
headgear  to  bands  cemented  to  the 
teeth.  The  tube  is  welded  to  a  band  or 
bonded  to  the  last  tooth  and  allows 
insertion  of  an  arch  wire  or  headgear 
appliance. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notiHcation  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  3601),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  orthodontic  tubes  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
record  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation,  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  orthodontic 
tubes  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
orthodontic  tubes  be  classified  into 


class  II  (performance  standards).  The 
properties  of  the  materials  used  to  form 
orthodontic  tubes  depend  upon  the 
correct  composition  of  these  materials. 
Moreover,  orthodontic  tubes  directly 
contact  oral  tissue.  Altering  the 
composition  of  the  luaterials  used  in  the 
device  or  contaimination  of  the 
materials  with  other  substances  may 
cause  adverse  tissue  reactions,  thus 
placing  the  patient  unnecessarily  at  risk. 
The  agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insuffient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  for  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  had  determined 
that  orthodontic  tubes  should  be 
classified  into  class  II  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  premarket 
notification  procedures  under  section 
510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666.  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513), 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  F 
by  adding  new  §  872.5560,  to  read  as 
follows: 

§  872.5560  Orthodontic  tube. 

(a)  Identification.  An  orthodontic  tube 
is  a  metal  device  that  is  used  in 
orthodontics  to  attach  a  wire  or 
headgear  to  bands  cemented  to  the 
teeth.  The  tube  is  welded  to  a  band  or 
bonded  to  the  last  tooth  and  allows 
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insertion  of  an  arch  wire  or  headgear 
appliance. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for^ 
Regulatory  A ffairs. 

[FR  Doc.  80-39946  Filed  12-2»-a0: 8:45  am| 
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21  CFR  Part  872 

[Docket  No.  78N-2967] 

Medical  Devices;  Classification  of 
Orthodontic  Ligature  Tucking 
Instruments 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  orthodontic  ligature  tucking 
instruments  into  class  I  (general 
controls).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I.  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 
FDA  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4-  • 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
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Administration,  8757  Georgia  Ave„ 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  orthodontic  ligature 
tucking  instruments: 

1.  Identification:  An  orthodontic 
ligature  tucking  instrument  is  a  device 
used  to  push  the  end  of  a  ligature  under 
the  arch  wire  so  that  soft  tissues  are  not 
irritated  by  these  ends.  A  ligature  is  the 
wire  that  fastens  an  orthodontic  arch 
wire  to  the  orthodontic  band  on  a  tooth. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  orthodontic  ligature 
tucking  instruments  be  classified  into 
class  I  because  the  Panel  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
good  manufacturing  practice  regulation 
because  this  is  a  simple  device  that 
presents  no  undue  risks  to  health  when 
used  in  a  normal  manner  and  for  the 
purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with  orthodontic 
ligature  tucking  instruments  in  the 
practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
orthodontic  ligature  tucking  instruments 
be  classified  into  class  I  (general 
controls).  The  agency  believes  that 
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general  controls  are  sufficient  to  control 
the  risks  to  health  presented  by  the 
device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
orthodontic  ligature  tucking  instruments 
be  exempt  from  section  510(k)  of  the  act 
(21  U.S.C.  360(k)),  FDA  is  proposing  that 
these  manufacturers  be  subject  to 
registration  and  device  listing  under 
section  510  (a)  through  (j)  of  the  act,  but 
exempt  from  premarket  notification 
under  section  510(k)  of  the  act  and 
Subpart  E  of  Part  807  of  the  regulations. 
Under  section  510(g)(4)  of  the  act,  the 
agency  may  exempt  a  manufacturer 
from  section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of 
orthodontic  ligature  tucking  instruments, 
the  agency  cannot  make  the  required 
finding.  To  protect  the  public  health,  the 
agency  needs  to  be  able  to  identify  the 
firms  manufacturing  this  device  and  to 
conduct  necessary  inspections.  The 
agency  has  determined,  however,  that  it 
is  not  necesary  for  the  protection  of  the 
public  health  that  FDA  receive 
premarket  notification  submissions 
concerning  orthodontic  ligature  tucking 
instruments.  The  agency  does  not  at  this 
time  anticipate  that  premarket  approval 
will  be  required  for  this  device.  'The 
agency  believes  that  the  semi-annual 
updating  of  device  listing  under  section 
510(j)(2)  will  provide  FDA  with  adequate 
notice  concerning  new  products  within 
this  generic  type  of  device. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
orthodontic  ligature  tucking  instruments 
be  exempt  from  records  and  reports 
regulations  under  section  519  of  the  act 
(21  U.S.C.  360i).  The  records  and  reports 
requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  are  found  in  the  device 
good  manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  FDA  will  publish  other 
regulations  under  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued,  FDA 
believes  that  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  device 
regulations  that  include  records  and 
reports  requirements,  certain  classes  of 
manufacturers  or  other  persons  be 
exempt  from  the  requirements,  and  FDA 
will  issue  exemptions  that  are 
appropriate.  The  only  type  of  exemption 
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from  records  and  reports  requirements 
that  FDA  is  proposing  now,  in  device 
classification  regulations,  is  an 
exemption  of  certain  manufacturers 
from  requirements  of  the  device  GMP 
regulation.  The  exemption  will  not 
extend  to  two  device  GMP  requirements, 
§  820.180  (21  CFR  820.180],  with  respect 
to  general  requirements  concerning 
records,  and  §  820.198  (21  CFR  820.198), 
with  respect  to  complaint  files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
orthodontic  ligature  tucking  instruments 
be  exempt  from  the  device  good 
manufacturing  practice  (GMP] 
regulation  under  section  520(f]  of  the  act 
(21  U.S.C.  360j(f]],  FDA  is  proposing  that 
a  manufacturer  of  this  device  be  exempt, 
in  the  manufacture  of  the  device,  from 
all  requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180],  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198],  with  respect  to  complaint 
flies.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §  §  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
'The  agency  believes,  however,  that 
manufacturers  of  orthodontic  ligature 
tucking  instruments  must  still  be 
required  to  comply  with  the  complaint 
file  requirements  of  §  820.198  to  ensyje 
that  these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  orthodontic  ligature 
tucking  instruments  must  still  be 
required  to  comply  with  the  general 
requirements  concerning  records  in 
§  820.180  to  ensure  that  FDA  has  access 
to  complaint  flies,  can  investigate 
device-related  injury  reports  and 
complaints  about  product  defects,  may 
determine  whether  the  manufacturer’s 
corrective  actions  are  adequate,  and 
may  determine  whether  the  exemption 
from  other  sections  of  the  GMP 
regulation  is  still  appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classiflcation  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 


may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a],  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a]]]  and  under  authority 
delegated  to  him  (21  CFR  5.1],  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  F 
by  adding  new  §  872.5570,  to  read  as 
follows: 

§  872.5570  Orthodontic  ligature  tucking 
instrument 

(a)  Identification.  An  orthodontic 
ligature  tucking  instrument  is  a  device 
used  to  push  the  end  of  a  ligature  under 
the  arch  wire  so  that  soft  tissues  are  not 
irritated  by  these  ends.  A  ligature  is  the 
wire  that  fastens  an  orthodontic  arch 
wire  to  the  orthodontic  band  on  a  tooth. 

(b)  CJassification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  ’The  device  also  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820,  with  the 
exception  of  $  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305],  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individual  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  thorugh 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 

Regulatory  Affairs. 

ire  Doc.  00-39947  Filed  12-29-80  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 

IDockst  No.  78N-2968] 

Medical  Devices;  Classification  of 
Orthodontic  Wires 

agency;  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  orthodontic  wires  into  class 
II  (performance  standards).  FDA  is  also 


publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  'These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration.  8757  Georgia  Ave., 

Silver  Spring.  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
'The  Dental  Device  Classification  Panel, 
and  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  orthodontic  wires: 

1.  Identification:  An  orthodontic  wire 
is  a  device  that  is  incorporated  into  an 
orthodontic  appliance  and  is  used  to 
exert  pressure  on  teeth  in  order  to  alter 
their  position. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  imder  section  519  of  the 
act  (21  U.S.C.360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f]  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  orthodontic  wires  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
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has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel 
based  its  Vecommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  orthodontic 
wires  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
orthodontic  wires  be  classified  into 
class  II  (performance  standards).  The 
properties  of  the  materials  used  to  form 
orthodontic  wires  depend  upon  the 
proper  composition  of  these  materials. 
Moreover,  orthodontic  wires  directly 
contact  oral  tissue.  Altering  the 
composition  of  the  materials  used  in  the 
device  or  contamination  of  the  materials 
with  other  substances  may  cause 
adverse  tissue  reactions,  thus  placing 
the  patient  unnecessarily  at  risk.  The 
agency  belieyes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  orthodontic  wires  should  be 
classified  into  class  n  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  premarket 
notification  procedures  under  section 
510{k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 


idntifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  foimd  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  imder  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  F 
by  adding  new  §  872.5580,  to  read  as 
follows; 

§  872.580  Orthodontic  wire. 

(a)  Identification.  An  orthodontic  wire 
is  a  device  that  is  incorporated  into  an 
orthodontic  appliance  and  is  used  to 
exert  pressure  on  teeth  in  order  to  alter 
their  position. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  the  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-39948  filed  12-29-80:  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N-2969] 

Medical  Devices;  Classification  of 
Abrasive  Disks 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  abrasive  disks  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 


assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  abrasive  disks: 

1.  Identification;  An  abrasive  disk  is  a 
device  constructed  of  various  abrasives, 
such  as  diamond  chips,  that  are  glued  to 
shellac-based  paper.  The  device  is  used 
to  remove  excessive  restorative 
material,  such  as  gold,  and  to  smooth 
rough  surfaces  from  oral  restorations, 
such  as  crowns.  The  device  is  attached 
to  a  shank  that  is  held  by  a  handpiece. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  records  and  reports  requirements 
under  section  519  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C.  360i), 
and  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  abrasive  disks  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
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with  records  and  reports  requirements, 
and  the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  abrasive  disks 
in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
abrasive  disks  be  classified  into  class  II 
(performance  standards).  The  properties 
of  the  materials  used  to  form  abrasive 
disks  depend  upon  the  proper 
composition  of  these  materials. 
Moreover,  abrasive  disks  directly 
contact  oral  tissue.  Altering  the 
composition  of  the  materials  used  in  the 
device  or  contamination  of  the  materials 
with  other  substances  may  cause 
adverse  tissue  reactions,  thus  placing 
the  patient  unnecessarily  at  risk.  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  abrasive  disks  should  be  classified 
into  class  II  rather  than  class  I,  the 
agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  records  and  reports 
requirements  under  section  519  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673),  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 


701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6010,  to  read  as 
follows: 

§872.6010  Abrasive  disk. 

(a)  Identification.  An  abrasive  disk  is 
a  device  constructed  of  various 
abrasives,  such  as  diamond  chips,  that 
are  glued  to  shellac-based  paper.  The 
device  is  used  to  remove  excessive 
restorative  material,  such  as  gold,  and  to 
smooth  rough  surfaces  from  oral 
restorations,  such  as  crowns.  The  device 
is  attached  to  a  shank  that  is  held  by  a 
handpiece. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated.  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

im  Doc.  80-39949  Filed  12-29-80;  8.45  am| 
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21  CFR  Part  872 

(Docket  No.  78N-2970] 

Medical  Devices;  Classification  of 
Abrasive  Points 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  abrasive  points  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  futur^development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 


applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  fmal  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  fmal  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  104- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  .Ave., 

Silver  Spring.  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  PaneL 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classiffcation  of  abrasive  points: 

1.  Identification:  An  abrasive  point  is 
a  device  used  to  remove  excessive 
restorative  material,  such  as  gold,  and  to 
remove  rough  surfaces  on  oral 
restorations,  such  as  amalgam  fillings. 
The  device  may  be  constructed  of 
diamond  or  silica  particles  molded  into 
different  shapes  and  fused  to  a  shank 
that  is  held  by  a  handpiece. 

2.  Recommended  classification;  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  records  and  reports  requirements 
under  section  519  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C.  360i) 
and  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  abrasive  points  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  records  and  reports  requirements 
and  the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
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health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  abrasive  points 
in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
abrasive  points  be  classified  into  class  II 
(performance  standards).  The  properties 
of  the  materials  used  to  form  abrasive 
points  depend  upon  the  proper 
composition  of  these  materials. 
Moreover,  abrasive  points  directly 
contact  oral  tissue.  Altering  the 
composition  of  the  materials  used  in  the 
device  or  contamination  of  the  materials 
with  other  substances  may  cause 
adverse  tissue  reactions,  thus  placing 
the  patient  unnecessarily  at  risk.  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  abrasive  points  should  be  classified 
into  class  II  rather  than  class  I,  the 
agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  records  and  reports 
requirements  under  section  519  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  tlie  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classificatipn  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 


proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6020,  to  read  as 
follows: 

§  872.6020  Abrasive  point 

(a)  Identification.  An  abrasive  point  is 
a  device  used  to  remove  excessive 
restorative  material,  such  as  gold,  and  to 
remove  rough  surfaces  on  oral 
restorations,  such  as  amalgam  fillings. 
The  device  may  be  constructed  of 
diamond  or  silica  particles  molded  into 
different  shapes  and  fused  to  a  shank 
that  is  held  by  a  handpiece. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March -2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  Fishers  Lane. 
Rockville,  MD  20857,  written  comments 
regarding  this  proposal.  Four  copies  of 
any  comments  are  to  be  submitted, 
except  that  individuals  may  submit  one 
copy.  Comments  are  to  be  identified 
with  the  Hearing  Clerk  docket  number 
found  in  brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-39950  Filed  12-29-80-,  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N-2971] 

Medical  Devices;  Classification  of  Oral 
Cavity  Abrasive  Polishing  Agents 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  oral  cavity  abrasive 
polishing  agents  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  1  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 


under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring.  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  oral  cavity  abrasive 
polishing  agents: 

1.  Identification:  An  oral  cavity 
abrasive  polishing  agent  is  a  device  in 
paste  or  powder  form  that  contains  an 
abrasive  material,  such  as  silica  pumice, 
and  is  used  to  remove  debris  from  the 
teeth.  The  abrasive  polish  is  applied  to 
the  teeth  by  a  handpiece  attachment 
(prophylaxis  cup). 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  records  and  reports  requirements 
under  section  519  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C.  360i) 
and  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  oral  cavity  abrasive 
polishing  agents  be  classified  into  class  I 
because  general  controls  are  sufficient 
to  provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 
This  device  has  been  used  in  dentistry 
for  many  years.  The  materials  used  in 
the  device  that  contact  the  body  have 
known  and  acceptable  properties.  The 
Panel  believes  that  manufacturers  of 
this  device  should  not  be  required  to 
comply  with  records  and  reports 
requirements  and  the  good 
manufacturing  practice  regulation 
because  this  is  a  simple  device  that 
presents  no  undue  risks  to  health  when 
used  in  a  normal  manner  and  for  the 
purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
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based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  oral  cavity 
abrasive  polishing  agents  in  the  practice 
of  dentistry. 

5.  Risks  to  health;  None  identified. 
Proposed  ClassiHcation 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
oral  cavity  abrasive  polishing  agents  be 
classified  into  class  II  (performance 
standards).  The  properties  of  the 
materials  used  to  form  oral  cavity 
abrasive  polishing  agents  depend  upon 
the  proper  composition  of  these 
materials.  Moreover,  oral  cavity 
abrasive  polishing  agents  directly 
contact  oral  tissue.  Altering  the 
composition  of  materials  used  in  the 
device  or  contamination  of  the  materials 
with  other  substances  may  cause 
adverse  tissue  reactions,  thus  placing 
the  patient  imnecessarily  at  risk.  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  oral  cavity  abrasive  polishing 
agents  should  be  classibed  into  class  11 
rather  than  class  I,  the  agency  is  not 
required  to  publish  a  regulation  adopting 
or  rejecting  the  Panel  recommendation 
that  this  device  be  exempt  from  the 
records  and  reports  requirements  under 
section  519  and  the  good  manufacturing 
practice  regulation  under  section  520(f) 
of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identiHes  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  of  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a).  52  State.  1055,  90  Stat.  540-546 
(21  U.S.C.  360c,  371(a)))  and  under 
authority  delegated  to  him  (21  CFR  5.1), 
the  Commissioner  of  Food  and  Drugs 


proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6030,  to  read  as 
follows: 

§  872.6030  Oral  cavity  abrasive  polishing 
agent 

(a)  Identification.  An  oral  cavity 
abrasive  polishing  agent  is  a  device  in 
paste  or  powder  form  that  contains  an 
abrasive  material,  such  as  silica  pumice, 
and  is  used  to  remove  debris  from  the 
teeth.  The  abrasive  polish  is  applied  to 
the  teeth  by  a  handpiece  attachment 
(prophylaxis  cup). 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  mayron  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (Iff  A-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  foimd  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  ofBce  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

WiUiam  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  80-39961  Filed  12-29-80;  8:45  am) 

BILLINO  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N-2972] 

Medical  Devices;  Classification  of 
Polishing  Agent  Strips 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  polishing  agent  strips  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into'class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  Hnal  regulation  classifying  the 
device.  These  actions  are  being  taken 


under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave„ 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  polishing  agent  strips: 

1.  Identification:  A  polishing  agent 
strip  is  a  device  composed  of  a  plastic 
strip  to  which  an  abrasive  material  is 
affixed.  The  device  is  used  to  polish 
restorative  materials,  such  as  amalgam 
or  silicate,  especially  in  areas  between 
the  teeth. 

2.  Recommended  classification:  Class 
1  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  records  and  reports  requirements 
under  section  519  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C.  360i). 
and  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)). 

3.,  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  polishing  agent  strips 
be  classified  into  class  I  because  the 
Panel  believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  records  and  reports  requirements, 
and  the  good  manufacturing  practice 
regulation,  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data^on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
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clinical  experience  with,  polishing  agent 
strips  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
polishing  agent  strips  be  classified  into 
class  II  [performance  standards).  The 
properties  of  the  materials  used  to  form 
polishing  agent  strips  depend  upon  the 
correct  composition  of  these  materials. 
Moreover,  the  polishing  agent  strips 
directly  contact  oral  tissue.  Altering  the 
composition  of  the  materials  used  in  the 
device  or  contamination  of  the  materials 
with  other  substances  may  cause 
adverse  tissue  reactions,  thus  placing 
the  patient  unnecessarily  at  risk.  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufHcient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  polishing  agent  strips  should  be 
classified  into  class  II  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  records  and  reports 
requirements  under  section  519  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28. 1978,  the  agency 
terminated  all  of  the  device 
classiHcation  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  [43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  [43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifles  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  [secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  [21 
U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  [21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6035,  to  read  as 
follows: 


§  872.6035  PolisMng  agent  strip. 

(a)  Identification.  A  polishing  agent 
strip  is  a  device  composed  of  a  plastic 
strip  to  which  an  abrasive  material  is 
affixed.  The  device  is  used  to  polish 
restorative  materials,  such  as  amalgam 
or  silicate,  especially  in  areas  between 
the  teeth. 

(b)  Classification.  Class  II 
[performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk,  [HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane.  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identiHed  with  the  Hearing  Clerk  Docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19. 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

|FR  Doc.  80-39952  Filed  12-29-80;  8:45  am] 
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21  CFR  Part  872 

[Docket  No.  78N-2973] 

Medical  Devices;  Classification  of 
Polishing  Wheels 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  polishing  wheels  into  class  1 
[general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classiHed  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  [HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 


FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  [HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring.  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  polishing  wheels: 

1.  Identification:  A  polishing  wheel  is 
a  device  composed  of  a  material  such  as 
hard  rubber,  that  is  used  to  polish 
restorative  materials  in  readily 
accessible  areas  of  the  oral  cavity.  The 
device  is  held  by  a  dental  handpiece. 

2.  Recommended  classification:  Class 
I  [general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  records  and  reports  requirements 
under  section  519  of  the  Federal  Food, 
Drug  and  Cosmetic  Act  [21  U.S.C.  360i), 
and  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act 
[21  U.S.C.  360j[f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  polishing  wheels  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to.provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  records  and  reports  requirements, 
and  the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  polishing 
wheels  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
polishing  wheels  be  classified  into  Class 
I  [general  controls).  The  agency  believes 
that  general  controls  are  sufficient  to 
control  the  risks  to  health  presented  by 
the  device. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 


Federal  Register  /  Vol.  45,  No.  251  /  Tuesday,  December  30,  1980  /  Proposed  Rules 


86113 


polishing  wheels  be  exempt  from 
records  and  reports  regulations  under 
section  519  of  the  act  (21  U.S.C.  360i]. 

The  records  and  reports  requirements  in 
several  of  FDA’s  present  device 
regulations  are  authorized,  wholly  or  in 
part,  by  section  519.  The  most  extensive 
of  these  requirements  in  found  in  the 
device  good  manufacturing  practice 
(CMP)  regulation,  published  in  the 
Federal  Register  of  July  21, 1978  (43  FR 
31508).  In  the  future,  FDA  will  publish 
other  regulations  under  section  519, 
including  regulations  requiring  reports  to 
FDA  of  experience  with  medical 
devices.  Until  these  regulations  are 
issued,  FDA  believes  that  it  cannot 
properly  issue  exemptions  from  them.  In 
the  future,  whenever  the  agency 
proposes  device  regulations  that  include 
records  and  reports  requirements, 
interested  persons  may  submit 
comments  requesting  that  certain 
classes  of  manufacturers  or  other 
persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
polishing  wheels  be  exempt  from  the 
device  good  manufacturing  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act  (21  U.S.C.  360j(f)).  FDA  is 
proposing  that  a  manufacturer  of  this 
"device  be  exempt,  in  the  manufacture  of 
the  device,  from  all  requirements  in  the 
GMP  regulation  except  §  820.180  (21 
CFR  820.180),  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  Based  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device,  the 
agency  has  determined  that  application 
of  the  GMP  regulation,  other  than 
§  §  820.180  and  820.198,  is  unlikely  to 
improve  the  safety  and  effectiveness  of 
the  device.  The  agency  believes, 
however,  that  manufacturers  of 
polishing  wheels  must  still  be  required 
to  comply  with  the  complaint  file 
requirements  of  §  820.198  to  ensure  that 
these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 


manufacturers  of  polishing  wheels  must 
still  be  required  to  comply  with  the 
general  requirements  concerning  records 
in  §  820.180  to  ensure  that  FDA  has 
access  to  complaint  files,  can  investigate 
device-related  injury  reports  and 
complaints  about  product  defects,  may 
determine  whether  the  manufacturer’s 
corrective  actions  are  adequate,  and 
may  determine  whether  the  exemption 
from  other  sections  of  the  GMP 
regulation  is  still  appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673),  This 
proposed  classiHcation  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C,  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6040,  to  read  as 
follows: 

§  872.6040  Polishing  wheel. 

(a)  Identification.  A  polishing  wheel  is 
a  device  composed  of  a  material  such  as 
hard  rubber,  that  is  used  to  polish 
restorative  materials  in  readily 
accessible  areas  of  the  oral  cavity.  The 
device  is  held  by  a  dental  handpiece. 

(b)  Classification.  Class  I  (general 
controls).  This  device  is  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820,  with  the  exception  of 

§  820.180,  regarding  general 
requirements  concerning  records,and 
§  820.198,  regarding  complaint  files. 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  Docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 


Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-39953  Filed  12-29-80;  8:45  am] 

BILLING  CODE  4110-03-M 

21  CFR  Part  872 

[Docket  No.  78N-2974] 

Medical  Devices;  Classification  of 
Paper  Saliva  Absorbers 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  paper  saliva  absorbers  into 
class  I  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  Hnal 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  Hnal  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  paper  saliva  absorbers: 

1.  Identification:  A  paper  saliva 
absorber  is  a  device  made  of  paper  that 
is  used  to  absorb  moisture  from  the  oral 
cavity  during  dental  procedures. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  paper  saliva  absorbers 
be  exempt  from  premarket  notification 
procedures  under  section  510(k)  of  the 
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Federal  Food,  Drug,  and  Cosmetic  Act 
(21  U.S.C.  360{k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f]  of  the  act  (21  U.S.C 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  paper  saliva  absorbers 
be  classibed  into  class  I  because  the 
Panel  believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of.  and 
clinical  experience  with,  paper  saliva 
absorbers  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
paper  saliva  absorbers  be  classified  into 
class  I  (general  controls).  The  agency 
believes  that  general  controls  are 
sufficient  to  control  the  risks  to  health 
presented  by  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
paper  saliva  absorbers  be  exempt  from 
section  510(k)  of  the  act  (21  U.S.C. 
360(k)),  FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration, 
device  listing  and  premarket  notification 
under  section  510  (a)  through  (k)  of  the 
act.  Under  section  510(g)(4)  of  the  act, 
the  agency  may  exempt  a  manufacturer 
from  section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration, 
listing,  and  premarket  notification  by 
manufacturers  of  paper  saliva 
absorbers,  the  agency  cannot  make  the 
required  finding.  To  protect  the  public 
health,  the  agency  needs  to  be  able  to 
identify  the  firms  manufacturing  this 
device  and  to  conduct  necessary 
inspections  and  to  receive  premarket 
notification  from  manufacturers  to 
assure  that  FDA  learns  of  new  devices 
and  of  significant  modifications  of 


existing  devices,  for  which  premarket 
approval  is  required. 

FDA  disagrees  with  the  Panel's 
recommendation  that  manufacturers  of 
paper  saliva  absorbers  be  exempt  from 
records  and  reports  regulations  under 
section  519  of  the  act  (21  U.S.C.  360i). 

The  records  and  reports  requirements  in 
several  of  FDA’s  present  device 
regulations  are  authorized,  wholly  or  in 
part,  by  section  519.  The  most  extensive 
of  these  requirements  are  found  in  the 
device  good  manufacturing  practice 
(GMP)  regulation,  published  in  the 
Federal  Register  of  July  21, 1978  (43  FR 
31508).  In  the  future,  FDA  will  publish 
other  regulations  under  section  519, 
including  regulations  requiring  reports  to 
FDA  of  experience  with  medical 
devices.  Until  these  regulations  are 
issued,  FDA  believes  that  it  cannot 
properly  issue  exemptions  from  them.  In 
the  future,  whenever  the  agency 
proposes  device  regulations  that  include 
records  and  reports  requirements, 
interested  persons  may  submit 
comments  requesting  that  certain 
classes  of  manufacturers  or  other 
persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180). 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820,198),  with  respect  to  complaint 
files. 

FDA  disagrees  with  the  Panel 
recommendation  that  manufacturers  of 
paper  saliva  absorbers  be  exempt  from 
the  good  manufacturing  practice  (GMP) 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)).  The  agency  believes 
that  compliance  with  this  regulation  is 
necessary  to  assure  the  quality  of  this 
device  and  thus  its  safety,  effectiveness, 
and  compliance  with  the  adulteration 
and  misbranding  provisions  of  the  act. 
Compliance  with  the  GMP  regulation 
will  help  prevent  production  of  paper 
saliva  absorbers  having  defects  that 
could  harm  users. 

On  April  28. 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 


identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stab  540-546  (21 
U.S.C.  360c,  371(a)))  and  imder  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6050.  to  read  as 
follows: 

§  872.6050  Paper  saliva  absorber. 

(a)  Identification.  A  paper  saliva 
absorber  is  a  device  made  of  paper  that 
is  used  to  absorb  moisture  from  the  oral 
cavity  during  dental  procedures. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  the  individuals 
may  submit  one  copy.  Comments  are  to 
be  identified  with  the  Hearing  Clerk 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  above 
office  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  November  19. 1980. 

William  F.  Randolph, 

Acting  .Associate  Commissioner  for 
Regulatory  A  ffairs. 

|FR  Doc.  80-39954  Filed  12-29-80:  8:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 
[Docket  No.  78N-2975J 

Medical  Devices;  Classification  of 
Ultraviolet  Activators  for 
Polymerization 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  ultraviolet  activators  for 
polymerization  into  class  11 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
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to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  fmal 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  die  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301^27-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  ultraviolet  activators 
for  polymerization: 

1.  Identification:  An  ultraviolet 
activator  for  polymerization  is  a  device 
that  produces  ultraviolet  radiation 
which  is  used  to  polymerize  (set) 
resinous  dental  pit  and  fissure  sealants 
or  restorative  materials  by  transmission 
of  the  light  through  a  rod. ' 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  ultraviolet  activators 
for  polymerization  be  classified  into 
class  U  becasue  the  amoimt  of 
ultraviolet  light  emitted  by  the  device 
must  be  controlled  to  prevent  possible 
eye  damage  to  users.  The  design  and 
output  characteristics  of  this  device 
should  meet  a  generally  acceptable 
satisfactory  level  of  performance.  Also, 
the  electrical  properties  or  the  device 
must  be  controlled  to  ensure  electrical 
safety.  The  Panel  believes  that  general 
controls  alone  would  not  provide 
sufficient  control  over  these 
characteristics.  The  Panel  believes  that 
a  performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 


4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry.  The  Panel  also 
based  its  recommendation  on  a  report 
published  in  the  Journal  of  the  American 
Dental  Association  (Ref.  i).  The  report 
states  the  ultraviolet  radiation  of  320- 
400  nanometers  (nm)  is  usually 
innocuous  to  human  skin.  However, 
ultraviolet  light  radiation  in  the  320-400 
nm  range  can  cause  erythema  (redness 
of  the  skin  produced  by  congestion  of 
the  capillaries)  and  pigmentation  in 
persons  naturally  susceptible  to 
ultraviolet  light  and  persons  ingesting 
certain  drugs  or  other  chemicals  that  act 
as  photosensitizing  agents. 

5.  Risks  to  health:  (a)  Adverse  skin 
reaction:  A  phototoxic  or  photoallergic 
skin  reaction  (erythema  and 
pigmentation)  may  occur  after  moderate 
to  excessive  exposure  to  ultraviolet 
radiation  emitted  by  the  device. 

(b)  Eye  damage:  Eye  damage  may  be 
caused  by  exposure  to  ultraviolet 
radiation  emitted  by  the  device. 

(c)  Electrical  shock:  Improper 
electrical  design  of  the  device  may 
cause  electrical  shock  to  the  patient  or 
user. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
ultraviolet  activators  for  polymerization 
be  classified  into  class  11  (performance 
standards).  A  performance  standard  for 
this  device  would  control  the  exposure 
of  the  patient  to  unnecessary  ultraviolet 
light  radiation.  The  agency  believes  that 
a  performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assuramce  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Reference 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons  fi'om  9  a.m.  to  4  p.m., 
Monday  through  Friday. 

1.  Council  on  Dental  Materials  and 
Devices,  “Guidelines  on  the  Use  of 
Ultraviolet  RadiaticHi  in  Dentistry," /oumoy  of 
the  American  Dental  Association.  Volume 
92:775-776,  April  1976. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 


new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat  1055,  90  Stat  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6070,  to  read  as 
follows: 

§  872.6070  Ultraviolet  activator  for 
polymerization. 

(a)  Identification.  An  ultraviolet 
activator  for  polymerization  is  a  device 
that  produces  ultraviolet  radiation 
which  is  used  to  polymerize  (set) 
resinous  dental  pit  and  fissure  sealants 
or  restorative  materials  by  transmission 
of  the  light  through  a  rod. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (Iff  A-305),  Food  and  Drug 
Administration,  Rm.  4-62,  Fishers  Lane, 
Rockville,  MD  20857,  written  comments 
regarding  this  proposal.  Four  copies  of 
any  comments  are  to  be  submitted, 
except  that  individuals  may  submit  one 
copy.  Comments  are  to  be  identified 
with  the  Hearing  Clerk  docket  number 
found  in  brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-39955  Filed  12-29-80;  8:45  am] 
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Medical  Devices;  Classification  of  Air 
Brushes 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  air  brushes  into  class  Ill 
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(premarket  approval).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  III. 

The  effect  of  classifying  a  device  into 
class  III  is  to  require  each  manufacturer 
of  the  device  to  submit  to  FDA  a 
premarket  approval  application  at  a 
date  to  be  set  in  a  future  regulation. 

Each  premarket  approval  application 
would  include  information  concerning 
safety  and  effectiveness  tests  for  the 
device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
dates:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
and  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  air  brushes: 

1.  Identification:  An  air  brush  is  an 
AC-powered  device  used  in  conjunction 
with  articulation  paper.  The  device  uses 
air-driven  particles  to  roughen  the 
surfaces  of  dental  restorations;  uneven 
areas  of  the  restorations  are  then 
identified  by  use  of  articulation  paper. 

2.  Recommended  classification:  Class 
III  (premarket  approval).  The  Panel 
recommends  that  premarket  approval  of 
this  device  be  a  low  priority. 

3.  Summary  of  reasons  for, 
recommendation:  The  Panel 
recommends  that  air  brushes  be 
classified  into  class  III  because  the 
device  presents  a  potential 
unreasonable  risk  of  illness  or  injury. 

Use  of  the  device  may  cause  soft  and 
hard  tissue  damage  or  cause  inhalation 
or  harmful  particulate  matter  by  creating 
excessive  abrasive  particles  in  the 
mouth.  The  Panel  believes  that  genera) 
controls  would  not  provide  sufficient 
control  over  these  characteiistics.  The 
Panel  also  believes  that  sufficient  data 
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do  not  exist  to  establish  an  adequate 
performance  standard  for  this  device 
because  statisfactory  performance  has 
never  been  demonstrated.  Therefore,  the 
Panel  recommends  that  the  device 
should  be  subject  to  premarket  approval 
to  assure  that  manufacturers 
demonstrate  satisfactory  performance  of 
the  device  and,  thus,  assure  its  safety 
and  effectiveness. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  (a)  Inhalation  of 
particles:  Improper  design  of  the  device 
could  create  excessive  abrasive 
particles  which  could  be  inhaled  by  the 
patient. 

(b)  Tissue  trauma:  The  device  could 
cause  unnecessary  trauma  to  hard  and 
soft  tissue  structures  of  the  mouth  due  to 
the  abrasive  nature  of  the  particulates. 

(c)  Adverse  tissue  reaction:  If  the 
materials  used  in  the  device  are  not 
biocompatible,  the  patient  may  have  an 
adverse  tissue  reaction. 

(d)  Electrical  shock:  Improper  design 
or  a  malfunction  of  the  device  may 
cause  electrical  shock  to  the  patient  or 
user. 

Proposed  Classfication 

•  FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
air  brushes  be  classified  into  class  III 
(premarket  approval).  The  agency 
believes  that  the  device  presents  a 
potential  unreasonable  risk  of  illness  or 
injury  because  use  of  the  device  to 
roughen  surfaces  of  dental  restorations 
may  cause  the  patient  to  inhale  harmful 
particles  or  to  suffer  trauma  to  hard  and 
soft  tissues  of  the  mouth.  The  agency 
believes  that  sufficient  information 
exists  to  determine  that  general  controls 
would  provide  reasonable  assurance  of 
the  safety  and  e^ectiveness  of  the 
device  and  that  insufficient  information 
exists  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
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general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6080,  to  read  as 
follows: 

§  872.6080  Air  brush. 

(a)  Identification.  An  air  brush  is  an 
AC-powered  device  used  in  conjunction 
with  articulation  paper.  The  device  uses 
air-driven  particles  to  roughen  the 
surfaces  of  dental  restorations.  Uneven 
areas  of  the  restorations  are  then 
identified  by  use  of  articulation  paper. 

(b)  Classification.  Class  III  (premarket 
approval). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

|FR  Due.  80-39956  Filed  12-29-80;  8:45  am) 
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21  CFR  Part  872 

{Docket  No.  78N-2977]  ' 

Medical  Devices;  Classification  of 
Anesthetic  Warmers 

AGENCY:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  aqd  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  anesthetic  warmers  into 
class  I  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
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actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

SUver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  anesthetic  warmers: 

1.  Identification:  An  anesthetic 
warmer  is  an  AC-powered  device  into 
which  tubes  containing  anesthetic 
solution  are  placed  in  order  to  warm 
them  prior  to  the  administration  of  the 
anesthetic. 

2.  Recommended  classification;  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  anesthetic  warmers  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 


4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  anesthetic 
warmers  in  the  practice  of  dentistry, 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
anesthetic  warmers  be  classified  into 
Class  I  (general  controls).  The  agency 
believes  that  general  controls  are 
sufficient  to  control  the  risks  to  health 
presented  by  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
anesthetic  warmers  be  exempt  from 
section  510(k)  of  the  act  (21  U.S.C.  360), 
FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration, 
device  listing,  and  premarket 
notification  under  section  510  (a) 
through  (k)  of  the  act.  Under  section 
510(g)(4)  of  the  act,  the  agency  may 
exempt  a  manufacturer  from  section  510 
only  if  it  finds  that  compliance  with  this 
section  is  not  necessary  for  the 
protection  of  the  public  health.  In  the 
case  of  registration,  listing,  and 
premarket  notification  by  manufacturers 
of  anesthetic  warmers,  the  agency 
cannot  make  the  required  finding.  To 
protect  the  public  health,  the  agency 
needs  to  be  able  to  identify  the  firms 
manufacturing  this  device,  to  conduct 
necessary  inspections  and  to  receive 
premarket  notification  from 
manufacturers  to  assure  that  FDA  learns 
of  new  devices  and  of  significant 
modifications  of  existing  devices,  for 
which  premarket  approval  is  required. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
anesthetic  warmers  be  exempt  from 
records  and  reports  regulations  under 
section  519  of  the  act  (21  U.S.C.  360i). 

The  records  and  reports  requirements  in 
several  of  FDA’s  present  device 
regulations  are  authorized,  wholly  or  in 
part,  by  section  519.  The  most  extensive 
of  these  requirements  are  found  in  the 
device  good  manufacturing  practice 
(GMP)  regulation,  published  in  the 
Federal  Register  of  July  21, 1978  (43  FR 
31508).  In  the  future,  FDA  will  publish 
other  regulations  imder  section  519, 
including  regulations  requiring  reports  to 
FDA  of  experience  with  medical 
devices.  Until  these  regulations  are 
issued,  FDA  believes  that  it  cannot 
properly  issue  exemptions  from  them.  In 
the  future,  whenever  the  agency 
proposes  device  regulations  that  include 
records  and  reports  requirements, 
interested  persons  may  submit 
comments  requesting  that  certain 
classes  of  manufacturers  or  other 


persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
anesthetic  warmers  be  exempt  from  the 
good  manufacturing  practice  (GMP) 
regulation  under  section  520(f)  of  the  act 
(2  U.S.C.  360j(f)).  The  agency  believes 
that  compliance  with  this  regrdation  is 
necessary  to  assure  the  quality  of  this 
device  and  thus  its  safety,  effectiveness, 
and  compliance  with  the  adulteration 
and  misbranding  provisions  of  the  act. 
Compliance  with  the  GMP  regulation 
will  help  prevent  production  of 
anesthetic  warmers  having  defects  that 
could  harm  users. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6100,  to  read  as 
follows; 

§  872.6100  Anesthetic  warmer. 

(a)  Identification.  An  anesthetic 
warmer  is  an  AC-powered  device  into 
which  tubes  containing  anesthetic 
solution  are  placed  in  order  to  warm 
them  prior  to  the  administration  of  the 
anesthetic. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
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Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identifled  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated;  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-38957  Filed  12-20-80: 8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N-2978] 

Medical  Devices;  Classification  of 
Articulation  Paper 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  articulation  paper  into  class  I 
(general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spririg,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 


following  recommendation  regarding  the 
classification  of  articulation  paper: 

1.  Identification:  Articulation  paper  is 
a  device  composed  of  paper  coated  with 
an  ink  dye  that  is  placed  between  the 
patient’s  upper  and  lower  teeth  when 
the  teeth  are  in  the  bite  position.  The 
articulation  paper  is  used  to  locate 
uneven  or  high  areas. 

2.  Recommended  classification:  Class 
I  (general  controls):  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 

360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation;  The  Panel 
recommends  that  articulation  paper  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  articulation 
paper  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
articulation  paper  be  classified  into 
class  I  (general  controls).  The  agency 
believes  that  general  controls  are 
sufficient  to  control  the  risks  to  health 
presented  by  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
articulation  paper  be  exempt  from 
section  510(k)  of  the  act  (21  U.S.C. 
360(k)),  FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration, 
device  listing,  and  premarket 
notification  under  section  510  (a) 
through  (k)  of  the  act.  Under  section 
510(g)(4)  of  the  act,  the  agency  may 
exempt  a  manufacturer  from  section  510 


only  if  it  finds  that  compliance  with  this 
section  is  not  tiecessary  for  the 
protection  of  the  public  health.  In  the 
case  of  registration,  listing,  and 
premarket  notification  by  manufacturers 
of  articulation  paper,  the  agency  cannot 
make  the  required  finding.  To  protect 
the  public  health,  the  agency  needs  to  be 
able  to  identify  the  firms  manufacturing 
this  device,  to  conduct  necessary 
inspections  and  to  receive  premarket 
notification  from  manufacturers  to 
assure  that  FDA  learns  of  new  devices 
and  of  significant  modifications  of 
existing  devices  for  which  premarket 
approval  is  required. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
articulation  paper  be  exempt  from 
records  and  reports  regulations  under 
section  519  of  the  act  (21  U.S.C.  360i). 

The  records  and  reports  requirements  in 
several  of  FDA’s  present  device 
regulations  are  authorized,  wholly  or  in 
part,  by  section  519.  The  most  extensive 
of  these  requirements  are  found  in  the 
device  good  manufacturing  practice 
(GMP)  regulation,  published  in  the 
Federal  Register  of  July  21, 1978  (43  FR 
31508).  In  the  future,  FDA  will  publish 
other  regulations  under  section  519, 
including  regulations  requiring  reports  to 
FDA  of  experience  with  medical 
devices.  Until  these  regulations  are 
issued,  FDA  believes  that  it  cannot 
properly  issue  exemptions  from  them.  In 
the  future,  whenever  the  agency 
proposes  device  regulations  that  include 
records  and  reports  requirements, 
interested  persons  may  submit 
comments  requesting  that  certain 
classes  of  manufacturers  or  other 
persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
articulation  paper  be  exempt  from  the 
device  good  manufacturing  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act  (21  U.S.C.  360j(f)),  FDA  is 
proposing  that  a  manufacturer  of  this 
device  be  exempt,  in  the  manufacture  of 
the  device,  from  all  requirements  in  the 
GMP  regulation  except  §  820.180  (21 
CFR  820.180),  with  respect  to  general 
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requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  Based  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device,  the 
agency  has  determined  that  application 
of  the  GMP  regulation,  other  than 
§  §  820.180  and  820.198,  is  unlikely  to 
improve  the  safety  and  effectiveness  of 
the  device.  The  agency  believes, 
however,  that  manufacturers  of 
articulation  paper  must  still  be  required 
to  comply  with  the  complaint  file 
requirements  of  §  820.198  to  ensure  that 
these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  articulation  paper 
must  still  be  required  to  comply  with  the 
general  requirements  concerning  records 
in  §  820.180  to  ensure  that  FDA  has 
access  to  complaint  files,  can  investigate 
device-related  injury  reports  and 
compliants  about  product  defects,  may 
determine  whether  the  manufacturer’s 
corrective  actions  are  adequate,  and 
may  determine  whether  the  exemption 
from  other  sections  of  the  GMP 
regulation  is  still  appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668]  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C,  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6140,  to  read  as 
follows: 

§  872.6140  Articulation  paper. 

(a)  Identification.  Articulation  paper 
is  a  device  composed  of  paper  coated 
with  an  ink  dye  that  is  placed  between 
the  patient’s  upper  and  lower  teeth 
when  the  teeth  are  in  the  bite  position. 
The  articulation  paper  locates  uneven  or 
high  areas. 

(b)  Classification.  Class  I  (general 
controls).  This  device  is  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820,  with  the  exception  of 


§  820.180,  regarding  general 
requirements  concerning  records,  and 
§  820.198,  regarding  complaint  files. 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  the  individuals 
may  submit  one  copy.  Comments  are  to 
be  identified  with  the  Hearing  Clerk 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  above 
office  between  9  a.m.  and  4  p.m., 

Monday  through  Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-39958  Filed  12-29-80;  8:45  am] 

BILUNO  CODE  4110-03-M 

21  CFR  Part  872 

[Docket  No.  78N-2979] 

Medical  Devices,  Classification  of 
Base  Plate  Shellacs 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  base  plate  shellacs  into  class 
II  (performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  1 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 


Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elswhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
'The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  base  plate  shellacs: 

1.  Identification:  Base  plate  shellac  is 
a  device  composed  of  shellac  that  is 
used  to  rebuild  the  occlusal  rim  of  full  or 
partial  dentures. 

2.  Recommend  classification:  Class  I 
(general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k]),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i],  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  ’The  Panel 
recommends  that  base  plate  shellacs  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  Thip  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  base  plate 
shellac  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
base  plate  shellacs  be  classified  into 
class  II  (performance  standards).  The 
properties  of  the  materials  used  to  form 
base  plate  shellacs  depend  upon  the 
proper  composition  of  these  materials. 
Moreover,  base  plate  shellacs  directly 
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contact  oral  tissues.  Altering  the 
composition  of  the  materials  or 
contamination  of  the  materials  with 
other  substances  may  lead  to  adverse 
tissue  reactions,  thus  placing  the  patient 
unnecessarily  at  risk.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

Because  the  agency  has  determined 
that  base  plate  shellacs  should  be 
classified  into  Class  II  rather  than  Class 

I.  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  premarket 
notification  procedures  under  section 
510(k),  the  records  and  reports 
requirements  under  Section  519,  and  the 
good  manufacturing  practice  regulation 
under  Section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  devices  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewehre 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs,  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6200,  to  read  as 
follows: 

§  872.6200  Base  plate  shellac. 

(a)  Identification.  Base  plate  shellac  is 
a  device  composed  of  shellac  that  is 
used  to  rebuild  the  occlusal  rim  of  full  or 
partial  dentures. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 


copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

Williann  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

IFR  Doc.  80-39959  Filed  12-29-BO,  8:45  am) 
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21  CFR  Part  872 

[Docket  No.  78N-2980] 

Medical  Devices;  Classification  of 
Dental  Chairs  with  Operative  Units 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  isssuing  for 
public  comment  a  proposed  regulation 
classifying  dental  chairs  with  operative 
units  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
OATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring.  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 


background  informatioli  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  dental  chairs  with 
operative  units: 

1.  Identification:  A  dental  chair  with 
operative  unit  is  a  device  that  consists 
of  an  AC-powered  chair  or  lounger  in 
which  the  patient  is  positioned  during 
dental  procedures.  Attached  to  the  chair 
is  an  AC-powered  operative  unit  that 
supplies  power  to,  and  serves  as  the 
base  for,  dental  handpieces,  lights,  and 
other  devices  and  that  holds  syringes  for 
air  and  water. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k]  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  JJ.S.C. 

360(k))  and  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i). 

3.  Summary  of  reasons  for 
recommendation:  Panel  recommends 
that  dental  chairs  with  operative  units 
be  classified  into  class  I  because  the 
Panel  believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  devices  contact  the  body  have 
known  and  acceptable  properties.  The 
Panel  believes  that  manufacturers  of 
this  device  should  not  be  required  to 
comply  with  premarket  notification 
procedures  and  records  and  reports 
requirements  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  dental  chairs 
with  operative  units  in  the  practice  of 
dentistry. 

5.  Risks  to  health:  Electrical  shock: 
Improper  electrical  design  of  the  device 
may  cause  electrical  shock  to  the 
patient. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
dental  chairs  with  operative  units  be 
classified  into  class  II  (performance 
standards).  This  decision  is  based  on 
the  potential  for  electric  shock  posed  by 
the  power  supply  of  the  device.  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device  to 
ensure  electrical  safety  and  that  general 
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controls  alone  are  insufficient  to  control 
the  risks  to  health  presented  by  the 
device.  A  performance  standard  would 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 
The  agency  also  believes  that  there  is 
sufficient  information  to  establish  a 
performance  standard  for  this  device. 

Because  the  agency  has  determined 
that  dental  chairs  with  operative  units 
should  be  classified  into  class  II  rather 
than  class  I,  the  agency  is  not  required 
to  publish  a  regulation  adopting  or 
rejecting  the  Panel  recommendation  that 
this  device  be  exempt  from  the 
premarket  notiHcation  procedures  under 
section  510(k)  and  records  and  reports 
requirements  under  section  519  of  the 
act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
7019(a),  52  Stat.  1055,  90  Stat.  540-546 
(21  U.S.C.  360c,  371(a)))  and  under 
authority  delegated  to  him  (21  CFR  5.1), 
the  Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6250,  to  read  as 
follows: 

§  872.6250  Dental  chair  with  operative 
unit 

(a)  Identification.  A  dental  chair  with 
operative  unit  is  a  device  that  consists 
of  an  AC-powered  chair  or  lounger  in 
which  the  patient  is  positioned  during 
dental  procedures.  Attached  to  the  chair 
is  an  AC-powered  operative  unit  that 
supplies  power  to,  and  serves  as  the 
base  for,  dental  handpieces,  lights,  and 
other  devices  and  that  holds  syringes  for 
air  and  water. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 


identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-39960  Filed  12-29-80:  8:45  am] 

BILLING  CODE  4110-03-M 

21  CFR  Part  872 

[Docket  No.  78N-2981] 

Medical  Devices;  Classification  of 
Dental  Chairs  Without  Operative  Units 

AGENCY:  Food  and  Drug  Administration. 
action:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  dental  chairs  without 
operative  units  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classfiying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT:  . 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 


The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  dental  chairs  without 
operative  imits: 

1.  Identification:  A  dental  chair 
without  operative  unit  is  a  device  that 
consists  of  an  AC-powered  chair  or 
lounger  in  which  the  patient  is 
positioned  during  dental  procedures. 

The  Chair  does  not  have  an  operative 
unit  device  attached. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  under 
section  510(k)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  U.S.C.  360(k)). 
records  and  reports  requirements  under 
section  519  of  the  act  (21  U.S.C.  360i), 
and  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  dental  chairs  without 
operative  units  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  may 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  the  premarket  notification 
procedures,  records  and  reports 
requirements,  and  the  good 
manufacturing  practice  regulation 
because  this  is  a  simple  device  that 
presents  no  undue  risks  to  health  when 
used  in  a  normal  manner  and  for  the 
purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  dental  chairs 
without  operative  units  in  the  practice  of 
dentistry. 

5.  Risks  to  health;  Electrical  shock: 
Improper  electrical  design  of  the  device 
may  cause  electrical  shock  to  the 
patient. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
dental  chairs  without  operative  units  be 
classified  into  class  11  (performance 
standards).  This  decision  is  based  on 
the  potential  for  electric  shock  posed  by 
the  power  supply  of  the  device.  The 
Agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  he«>lth 
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presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  standard  for 
this  device. 

Because  the  agency  has  determined 
that  dental  chairs  without  operative 
units  should  be  classiHed  into  class  II 
rather  than  class  1,  the  agency  is  not 
required  to  publish  a  regulation  adopting 
or  rejecting  the  Panel  recommendation 
that  this  device  be  exempt  from  the 
premarket  notification  procedures  under 
section  510(k).  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1973  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1],  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6260,  to  read  as 
follows: 

§  872.6260  Dental  chair  without  operative 
unit 

(a)  Identification.  A  dental  chair 
without  operative  unit  is  a  device  that 
consists  of  an  AC-powered  chair  or 
lounger  in  which  the  patient  is 
positioned  during  dental  procedures. 

The  chair  does  not  have  an  operative 
unit  device  attached. 

(b)  Classification.  Class  11 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  Docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 


may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19. 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-39961  Filed  12-29-80;  8:45  am) 
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21  CFR  PART  872 

[Docket  No.  78N-29821 

Medical  Devices;  Classification  of 
Cotton  Rolis 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  cotton  rolls  into  class  I 
(general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Amendments  of  1976. 

DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305) 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Greg  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring.  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  cotton  rolls: 

1.  Identification:  A  cotton  roll  is  a  tube 
shaped  device  composed  of  cotton  fibers 
that  is  used  to  absorb  moisture  in  the 
oral  cavity  during  dental  procedures. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 


recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(dk)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  cotton  rolls  be 
classified  into  class  I  because  the  Panel 
believed  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of.  and 
clinical  experience  with,  cotton  rolls  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
cotton  rolls  be  classified  into  class  I 
(general  controls).  The  agency  believes 
that  general  controls  are  sufficient  to 
control  the  risks  to  health  presented  by 
the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
cotton  rolls  be  exempt  from  section 
510(k)  of  the  act  (21  U.S.C.  360(k)).  FDA 
is  proposing  that  these  manufacturers  be 
subject  to  registration,  device  listing, 
and  premarket  notification  under 
section  510  (a)  through  (k)  of  the  act. 
Under  section  510(g)(4)  of  the  act,  the 
agency  may  exempt  a  manufacturer 
from  section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration, 
listing  and  premarket  notification  by 
manufacturers  of  cotton  rolls,  the 
agency  cannot  make  the  required 
finding.  To  protect  the  public  health,  the 
agency  needs  to  be  able  to  identify  the 
firms  manufacturing  this  device,  to 
conduct  necessary  inspections  and  to 
receive  premarket  notification  from 
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manufacturers  to  assure  that  FDA  learns 
of  new  devices  and  of  significant 
modifications  of  existing  devices,  for 
which  premarket  approval  is  required. 

FDA  disagrees  with  the  Panol's 
recommendation  that  manufacturers  of 
cotton  rolls  be  exempt  from  records  and 
reports  regulations  under  section  519  of 
the  act  (21  U.S.C.  360i).  The  records  and 
reports  requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  are  found  in  the  device 
good  manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  TOA  will  publish  other 
regulations  under  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued,  FDA 
believes  that  it  cannot  property  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  device 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements.  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

FDA  disagrees  wih  the  Panel’s 
recommendation  that  manufacturers  of 
cotton  rolls  be  exempt  from  the  good 
manufacturing  practice  (GMP) 
regulation  under  section  520(fl  of  the  act 
(21  U.S.C.  360j(f).  The  agency  believes 
that  compliance  with  this  regulation  is 
necessary  to  assure  the  quality  of  this 
device  and  thus  its  safety,  effectiveness 
and  compliance  with  the  adulteration 
and  misbranding  provisions  of  the  act. 
Compliance  with  the  GMP  regulation 
will  help  prevent  production  of  cotton 
rolls  having  defects  that  could  harm 
users. 

On  April  28,  1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 


proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6280,  to  read  as 
follows: 

§  872.6280  Cotton  roll. 

(a)  Identification.  A  cotton  roll  is  a 
tube  shaped  device  composed  of  cotton 
fibers  that  is  used  to  absorb  moisture  in 
the  oral  cavity  during  dental  procedures. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may.  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62.  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  Docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19. 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

(FR  Doc.  80-39962  Filed  12-29-80;  ft45  anil 
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21  CFR  Part  872 
(Docket  No.  78N-2983] 

Medical  Devices;  Classification  of 
Prophylaxis  Cups 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  prophylaxis  cups  into  class  I 
(general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 


comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
OATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  conunents  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460).  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  prophylaxis  cups: 

1.  Identification:  A  prophylaxis  cup  is 
a  device  made  of  rubber  that  is  held  by 
a  dental  handpiece  and  used  to  apply 
polishing  agents  during  prophylaxis 
(cleaning).  The  dental  handpiece  spins 
the  rubber  cup  holding  the  polishing 
agent  and  the  user  applies  it  to  the  teeth 
to  remove  debris. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  records  and  reports  requirements 
under  section  519  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C.  360i) 
and  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  prophylaxis  cups  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  records  and  reports  requirements 
and  the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 
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4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  prophylaxis 
cups  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
prophylaxis  cups  be  classified  into  class 
I  (general  controls).  The  agency  believes 
that  general  controls  are  sufficient  to 
control  the  risks  to  health  presented  by 
the  device. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
prophylaxis  cups  be  exempt  from 
records  and  reports  regulations  under 
section  519  of  the  act  (21  U.S.C.  360i). 

The  records  and  reports  requirements  in 
several  of  FDA’s  present  device 
regulations  are  authorized,  wholly  or  in 
part,  by  section  519.  The  most  extensive 
of  these  requirements  are  found  in  the 
device  good  manufacturing  practice 
(GMP)  regulation,  published  in  the 
Federal  Register  of  July  21, 1978  (43  FR 
31508).  In  the  future,  FDA  will  publish 
other  regulations  under  section  519, 
including  regulations  requiring  reports  to 
FDA  of  experience  with  medical 
devices.  Until  these  regulations  are 
issued,  FDA  believes  that  it  cannot 
properly  issue  exemptions  from  them.  In 
the  future,  whenever  the  agency 
proposes  device  regulations  that  include 
records  and  reports  requirements, 
interested  persons  may  submit 
comments  requesting  that  certain 
classes  of  manufacturers  or  other 
persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
prophylaxis  cups  be  exempt  from  the 
good  manufacturing  practice  (GMP) 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)).  The  agency  believes 
that  compliance  with  this  regulation  is 
necessary  to  assure  the  quality  of  this 
device  and  thus  its  safety,  effectiveness, 
and  compliance  with  the  adulteration 
and  misbranding  provisions  of  the  act. 
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Compliance  with  the  GMP  regulation 
will  help  prevent  production  of 
prophylaxis  cups  having  defects  that 
could  harm  users. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  The 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  862  in  Subpart  G 
by  adding  new  §  872.6290,  to  read  as 
follows: 

§  872.6290  Prophylaxis  cup. 

(a)  Identification.  A  prophylaxis  cup 
is  a  device  made  of  rubber  that  is  held 
by  a  dental  handpiece  and  used  to  apply 
polishing  agents  during  prophylaxis 
(cleaning).  The  dental  handpiece  spins 
the  rubber  cup  holding  the  polishing 
agent  and  the  user  applies  it  to  the  teeth 
to  remove  debris. 

(b)  Classification.  Class  I  (general, 
controls). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk,  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 

Regulatory  A  ffairs. 

lilt  Doc.  80-39963  Filed  12-29-80:  8:45  am] 
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21  CFR  Part  872 

[Docket  No.  78N-2984] 

Medical  Devices;  Classification  of 
Rubber  Dams 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  rubber  dams  into  class  I 
(general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classifled  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  rubber  dams: 

1.  Identification:  A  rubber  dam  is  a 
device  composed  of  a  thin  sheet  of  latex 
with  a  hole  in  the  center  that  is  used  to 
isolate  a  tooth  from  fluids  in  the  mouth 
during  dental  procedures,  such  as  filling 
a  cavity.  The  device  is  streched  around 
a  tooth  by  inserting  the  tooth  through 
the  hole  in  the  center. 

2.  Recommended  classification:  Class 
1  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
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manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  rubber  dams  be 
classihed  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  should  not 
be  required  to  comply  with  premarket 
notification  procedures,  records  and 
reports  requirements,  and  the  good 
manufacturing  practice  regulation 
because  this  is  a  simple  device  that 
presents  no  imdue  risks  to  health  when 
used  in  a  normal  manner  and  for  the 
purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  rubber  dams  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  ClassiHcation 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
rubber  dams  be  classified  into  class  I 
(general  controls).  The  agency  believes 
that  general  controls  are  sufficient  to 
control  the  risks  to  health  presented  by 
the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
rubber  dams  be  exempt  from  section 
510(k)  of  the  act  (21  U.S.C.  360(k)).  FDA 
is  proposing  that  these  manufacturers  be 
subject  to  registration,  device  listing  and 
premarket  notification  under  section  510 
(a)  through  (k)  of  the  act.  Under  section 
510(g)(4)  of  the  act,  the  agency  may 
exempt  a  manufacturer  from  section  510 
only  if  it  finds  that  compliance  with  this 
section  is  not  necessary  for  the 
protection  of  the  public  health.  In  the 
case  of  registration,  listing  and 
premarket  notification  by  manufacturers 
of  rubber  dams,  the  agency  cannot  make 
the  required  finding.  To  protect  the 
public  health,  the  agency  needs  to  be 
able  to  identify  the  firms  manufacturing 
this  device,  to  assure  .that  FDA  learns  of 
new  devices  and  of  significant 
modifications  of  existing  devices,  for 
which  premarket  approval  is  required. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
rubber  dams  be  exempt  from  records 
and  reports  regulations  under  section 
519  of  the  act  (21  U.S.C.  360i).  The 
records  and  reports  requirements  in 


several  of  FDA’s  present  device 
regulations  are  authorized,  wholly  or  in 
part,  by  section  519.  The  most  extensive 
of  these  requirements  are  found  in  the 
device  good  manufacturing  practice 
(GMP)  regulation,  published  in  the 
Federal  Register  of  July  21, 1978  (43  FR 
31508).  In  the  future,  FDA  will  publish 
other  regulations  under  section  519, 
including  regulations  requiring  reports  to 
FDA  of  experience  with  medical 
devices.  Until  these  regulations  are 
issued,  FDA  believes  that  it  cannot 
properly  issue  exemptions  from  them.  In 
the  future,  whenever  the  agency 
proposes  device  regulations  that  include 
records  and  reports  requirements, 
interested  persons  may  submit 
comments  requesting  that  certain 
classes  of  manufacturers  or  other 
persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classificatioh 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180). 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
rubber  dams  be  exempt  from  the  device 
good  manufacturing  practice  (GMP) 
regulation  under  section  520(0  of  the  act 
(21  U.S.C.  360j(f)),  FDA  is  proposing  that 
a  manufacturer  of  this  device  be  exempt, 
in  the  manufacture  of  the  device,  from 
all  requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.193  (21 
CFR  820.198),  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §  §  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  rubber  dams  must  still 
be  required  to  comply  with  the 
complaint  file  requirements  of  §  820.198 
to  ensiure  that  these  manaufacturers 
have  adequate  systems  for  complaint 
investigation  and  followup.  The  agency 
also  believes  that  manufacturers  of 
rubber  dams  must  still  be  required  to 
comply  with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 


complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
'regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513. 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6300,  to  read  as 
follows: 

§  872.6300  Rubber  dam. 

(a)  Identification.  A  rubber  dam  is  a 
device  composed  of  a  thin  sheet  of  latex 
with  a  hole  in  the  center  that  is  used  to 
isolate  a  tooth  from  fluids  in  the  mouth 
during  dental  procedures,  such  as  filling 
a  cavity.  The  device  is  stretched  around 
a  tooth  by  inserting  the  tooth  through 
the  hole  in  the  center. 

(b)  Classification.  Class  I  (general 
controls).  This  device  is  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820,  with  the  exception  of 

§  820.180,  regarding  general 
requirements  concerning  records,  and 
§  820.198,  regarding  complaint  fiiles. 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  Docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 
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Dated  November  19, 1980 
William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

|FR  Doc.  80-39964  Filed  12-29-80:  8:45  am| 
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21  CFR  Part  872 
[Docket  No.  78N-2985] 

Medical  Devices;  Classification  of 
Rubber  Dam  Clamps 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing- for 
public  comment  a  proposed  regulation 
classifying  rubber  dam  clamps  into  class 
I  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  Hnal 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460).  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  ClassiBcation  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classiHcation  of  rubber  dam  clamps: 

1.  Identification:  A  rubber  dam  clamp 
is  a  device  used  to  anchor  a  rubber  dam 
(a  barrier  used  to  isolate  a  tooth  from 
fluids  in  the  mouth  during  dental 
procedures,  such  as  filling  a  cavity). 

2.  Recommended  classiflcation:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 


under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 

360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  rubber  dam  clamps  be 
classifled  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notiflcation  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  .Summary  of  data  on  which  the 
recommendation  is  base:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  rubber  dam 
clamps  in  the  practice  of  dentistry. 

5.  ^sks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
rubber  dam  clamps  be  classified  into 
class  I  (general  controls).  The  agency 
believes  that  general  controls  are 
sufficient  to  control  the  risks  to  health 
presented  by  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
rubber  dam  clamps  be  exempt  from 
section  510(k)  of  the  act  (21  U.S.C. 

360(k)),  FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration, 
device  listing,  and  premarket 
notification  under  section  510  (a) 
through  (k)  of  the  act.  Under  section 
510(g)(4)  of  the  act,  the  agency  may 
exempt  a  manufacturer  from  section  510 
only  if  it  finds  that  compliance  with  this 
section  is  not  necessary  for  the 
protection  of  the  public  health.  In  the 
case  of  registration,  listing,  and 
premarket  notification  by  manufacturers 
of  rubber  dam  clamps,  the  agency 
cannot  make  the  required  finding.  To 
protect  the  public  health,  the  agency 
needs  to  be  able  to  identify  the  firms 
manufacturing  this  device,  to  conduct 
necessary  inspections  and  to  receive 
premarket  notification  from 
manufacturers  to  assure  that  FDA  learns 


of  new  devices  and  of  significant 
modifications  of  existing  devices,  for 
which  premarket  approval  is  required. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
rubber  dam  clamps  be  exempt  from 
records  and  reports  regulations  under 
section  519  of  the  act  (21  U.S.C.  360i). 

The  records  and  reports  requirements  in 
several  of  FDA’s  present  device 
regulations  are  authorized,  wholly  or  in 
part,  by  section  519.  The  most  extensive 
of  these  requirements  are  found  in  the 
device  good  manufacturing  practice 
(GMP)  regulation,  published  in  the 
Federal  Register  of  July  21, 1978  (43  FR 
31508).  In  the  future,  FDA  will  publish 
other  regulations  under  section  519, 
including  regulations  requiring  reports  to 
FDA  of  experience  with  medical 
devices.  Until  these  regulations  are 
issued,  FDA  believes  that  it  cannot 
properly  issue  exemptions  from  them.  In 
the  future,  whenever  the  agency 
proposes  device  regulations  that  include 
records  and  reports  requirements, 
interested  persons  may  submit 
comments  requesting  that  certain 
classes  of  manufacturers  or  other 
persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now.  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
rubber  dam  clamps  be  exempt  from  the 
device  good  manufacturing  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act  (21  U.S.C.  360j(f)),  FDA  is 
proposing  that  a  manufacturer  of  this 
device  be  exempt,  in  the  manufacture  of 
the  device,  from  all  requirements  in  the 
GMP  regulation  except  §  820.180  (21 
CFR  820.180),  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  Based  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device,  the 
agency  has  determined  that  application 
of  the  GMP  regulation,  other  than 
§  §  820.180  and  820.198,  is  unlikely  to 
improve  the  safety  and  effectiveness  of 
the  device.  The  agency  believes, 
however,  that  manufacturers  of  rubber 
dam  clamps  must  still  be  required  to 
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comply  with  the  complaint  file 
requirements  of  §  820.198  to  ensure  that 
these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  rubber  dam  clamps 
must  still  be  required  to  comply  with  the 
general  requirements  concerning  records 
in  §  820.180  to  ensure  that  FDA  has 
access  to  complaint  files,  can  investigate 
device-related  injury  reports  and 
complaints  about  product  defects,  may 
determine  whether  the  manufacturer's 
corrective  actions  are  adequate,  and 
may  determine  whether  the.  exemption 
from  other  sections  of  the  GMP 
regulation  is  still  appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classiflcation  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identihes  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority- 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6310,  to  read  as 
follows: 

§  872.6310  Rubber  dam  clamp. 

(a)  Identification.  A  rubber  dam 
clamp  is  a  device  used  to  anchor  a 
rubber  dam  (a  bq^rier  used  to  isolate  a 
tooth  from  fluids  in  the  mouth  during 
dental  procedures,  such  as  filling  a 
cavity). 

(b)  Classification.  Class  I  (general 
controls).  This  device  is  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820,  with  the  exception  of 

§  820.180,  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198,  with  respect  to  complaint 
files. 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 


number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated;  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

(FR  Doc.  80-39965  Filed  12-29-80;  8:45  am] 

BILLING  CODE  4110-03-M 

21  CFR  Part  872 
[Docket  No.  78N-2986] 

Medical  Devices;  Classification  of 
Rubber  Dam  Frames 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  rubber  dam  frames  into  class 
I  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  1 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  rubber  dam  frames: 

1.  Identification:  A  rubber  dam  frame 
is  a  plastic  or  metal  device  used  to 
stretch  and  apply  a  rubber  dam  (a 
barrier  used  to  isolate  a  tooth  from 


fluids  in  the  mouth  during  procedures, 
such  as  filling  a  cavity). 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C, 

360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  rubber  dam  frames  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation,  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  rubber  dam 
frames  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
rubber  dam  frames  be  classified  into 
class  I  (general  controls).  The  agency 
believes  that  general  controls  are 
sufficient  to  control  the  risks  to  health 
presented  by  the  device. 

In  response  to  the  Panel 
recommendation  that  manufacturers  of 
rubber  dam  frames  be  exempt  from 
section  510(k)  of  the  act  (21  U.S.C.  360), 
FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration, 
device  listing,  and  premarket 
notification  under  section  510  (a) 
through  (k)  of  the  act.  Under  section 
510(g)(4)  of  the  act,  the  agency  may 
exempt  a  manufacturer  from  section  510 
only  if  it  finds  that  compliance  with  this 
section  is  not  necessary  for  the 
protection  of  the  public  health.  In  the 
case  of  registration,  listing,  and 
premarket  notification  by  manufacturers 
of  rubber  dam  frames,  the  agency 
cannot  make  the  required  finding.  In 
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order  to  conduct  necessary  inspections, 
and,  thereby,  to  protect  the  public 
health,  the  agency  must  be  able  to 
identify  the  Hrms  manufacturing  this 
device.  Likewise,  the  agency  must 
receive  premarket  notiHcation  from 
manufacturers  to  assure  that  FDA  learns 
of  new  devices  and  of  significant 
modifications  of  existing  devices  for 
which  premarket  approval  is  required. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
rubber  dam  frames  be  exempt  from 
records  and  reports  regulations  under 
section  519  of  the  act  (21  U.S.C.  360i). 

The  records  and  reports  requirements  in 
several  of  FDA’s  present  device 
regulations  are  authorized,  wholly  or  in 
part,  by  section  519.  The  most  extensive 
of  these  requirements  are  found  in  the 
device  good  manufacturing  practice 
(GMP)  regulation,  published  in  the 
Federal  Register  of  July  21, 1978  (43  FR 
31508).  In  the  future,  FDA  will  publish 
other  regulations  under  section  519, 
including  regulations  requiring  reports  to 
FDA  of  experience  with  medical 
devices.  Until  these  regulations  are 
issued,  FDA  believes  that  it  cannot 
properly  issue  exemptions  from  them.  In 
the  future,  whenever  the  agency 
proposes  device  regulations  that  include 
records  and  reports  requirements, 
interested  persons  may  submit 
comments  requesting  ^at  certain 
classes  of  manufacturers  or  other 
persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
rubber  dam  frames  be  exempt  from  the 
device  good  manufacturing  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act  (21  U.S.C.  360j(f)),  FDA  is 
proposing  that  a  manufacturer  of  this 
device  be  exempt,  in  the  manufacture  of 
the  device,  from  all  requirements  in  the 
GMP  regulation  except  §  820.180  (21 
CFR  820.180),  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  Based  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device,  the 


agency  has  determined  that  application 
of  the  GMP  regulation,  other  than 
§§  820.180  and  820.198,  is  unlikely  to 
improve  the  safety  and  effectiveness  of 
the  device.  The  agency  believes, 
however,  that  manufacturers  of  rubber 
dam  frames  must  still  be  required  to 
comply  with  the  complaint  file 
requirements  of  §  820.198  to  ensure  that 
these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  rubber  dam  frames 
must  still  be  required  to  comply  with  the 
general  requirements  concerning  records 
in  §  820.180  to  ensure  that  FDA  has 
access  to  complaint  Hies,  can  investigate 
device-related  injury  reports  and 
complaints  about  products  defects,  may 
determine  whether  the  manufacturer’s 
corrective  actions  are  adequate,  and 
may  determine  whether  the  exemption 
from  other  sections  of  the  GMP 
regulation  is  still  appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  28, 
1978  (43  FR  22872  and  22673).  ’This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  Under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (sec.  513, 701(a), 
52  Stat.  1055,  90  Stat  540-546  (21  U.S.C. 
360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6320,  to  read  as 
follows; 

§  872.6320  Rubber  dam  frame. 

(a)  Identification.  A  rubber  dam  frame 
is  a  plastic  or  metal  device  used  to 
stretch  and  apply  a  rubber  dam  (a 
barrier  used  to  isolate  a  tooth  from 
fluids  in  the  mouth  during  dental 
procedures,  such  as  filling  a  cavity). 

(b)  Classification.  Class  I  (general 
controls).  This  device  is  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820  with  the  exception  of 

§  820.180,  regarding  general 
requirements  concerning  records,  and 
§  820.198,  regarding  complaint  files. 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 


Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  Docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19. 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-39966  Filed  12-29-80;  8;4S  am] 
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21  CFR  Part  872 

[Docket  No.  78N-2987] 

Medical  Devices,  Classification  of 
Ultraviolet  Detectors 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  ultraviolet  detectors  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  II. 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  e^ectiveness  of  the  device, 
after  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  'These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this. proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  conunents  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT. 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administraton,  8757  Georgia  Ave.,  Silver 
spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendations 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
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The  Dental  Device  Classification  Panel, 
an  FDA  advisory  conunittee,  made  the 
following  recommendation  regarding  the 
classification  of  ultraviolet  detectors: 

1.  Identification:  An  ultraviolet 
detector  is  a  device  that  provides  a 
source  of  ultraviolet  light  which  is  used 
to  identify  otherwise  invisible  material, 
such  as  dental  plaque,  present  in  or  on 
teeth. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  high  priority. 

3.  Summary  of  reasons  for 
recommendation;  The  Panel 
recommends  that  ultraviolet  detectors 
be  classified  into  class  II  because  the 
amount  of  ultraviolet  light  emitted  by 
the  device  must  be  controlled  to  prevent 
eye  damage.  The  design  and  ouput 
characteristics  of  this  device  should 
meet  a  generally  acceptable  satisfactory 
level  of  performance.  Also,  the  electrical 
properties  of  the  device  must  be 
controlled  to  assure  electrical  safety. 

The  Panel  believes  that  general  controls 
alone  would  not  provide  sufficient 
control  over  these  characteristics.  The 
Panel  believes  that  a  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry.  The  Panel  also 
based  its  recommendation  on  a  report 
published  in  the  Journal  of  the  American 
Dental  Association  (Ref.  1).  The  report 
stated  that  ultraviolet  radiation  of  320- 
400  nanometers  (nm)  is  usually 
innocuous  to  human  skin.  However, 
ultraviolet  light  radiation  in  the  320-400 
nm  can  cause  erythema  (redness  of  the 
skin  produced  by  congestion  of  the 
capillaries]  and  pigmentation  in  persons 
naturally  susceptible  to  ultraviolet  light 
and  persons  ingesting  certain  drugs  or 
other  chemicals  that  act  as 
photosensitizing  agents. 

5.  Risks  to  health:  (a)  Adverse  skin 
reaction;  A  phototoxic  or  photoallergic 
skin  reaction  (erythema  and 
pigmentation)  may  occur  after  moderate 
to  excessive  exposure  to  ultraviolet 
radiation  emitted  by  the  device. 

(b)  Eye  damage:  Eye  damage  may  be 
caused  by  exposure  to  ultraviolet 
radiation  emitted  by  the  device. 

(c)  Electrical  shock:  Improper 
electrical  design  of  the  device  may 
cause  electrical  shock  to  the  patient  or 
users. 


Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
ultraviolet  detectors  be  classified  into 
Class  II  (performance  standards).  A 
performance  standard  for  this  device 
would  control  the  exposure  of  the 
patient  to  unnecessary  ultraviolet  light 
radiation.  The  agency  believes  that  a 
performance,  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Reference 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons  from  9  a.m.,  to  4  p.m., 
Monday  through  Friday. 

1.  Council  on  Dental  Materials  and 
Devices,  “Guidelines  on  the  Use  of 
Ultraviolet  Radiation  in  Dentistry,”  Journal  of 
the  American  Dental  Association.  Volume 
92:775-778,  April  1976. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register, 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360,  (a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6350,  to  read  as 
follows: 

§  872.6350  Ultraviolet  detector. 

(a)  Identification.  An  ultraviolet 
detector  is  a  device  that  provides  a 
source  of  ultraviolet  light  which  is  used 
to  identify  otherwise  invisible  material, 
such  as  dental  plaque,  present  in  or  on 
teeth, 

(b)  Classification.  Class  II 
(performance  standards). 


Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  Docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday, 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

(FR  Doc.  80-39967  Filed  12-29.80:  &45  am] 
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21  CFR  Part  872 
[Docket  No.  78N-2988] 

Medical  Devices;  Classification  of  Oral 
Cavity  Evacuators 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  oral  cavity  evacuators  into 
class  I  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  conunents  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACr. 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Reconunendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
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background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  oral  cavity  evacuators: 

1.  Identification:  An  oral  cavity 

e  vacua  tor  is  a  hand-held  device  that 
consists  of  a  plastic  tube  attached  to  a 
suction  unit  and  is  used  to  remove  fluids 
from  the  oral  cavity  during  dental 
procedures. 

2.  Recommended  classification:  Class 
I  (general  controls].  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 

360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i},  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 

360j(f}). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  oral  cavity  evacuators 
be  classified  into  class  I  because  the 
Panel  believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  oral  cavity 
evacuators  in  the  practice  of  dentistry 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
oral  cavity  evacuators  be  classified  into 
class  I  (general  controls).  The  agency 
believes  that  general  controls  are 
sufficient  to  control  the  risks  to  health 
presented  by  the  device. 

In  response  to  the  Panel’s  - 
recommendation  that  manufacturers  of 
oral  cavity  evacuators  be  exempt  from 
section  510(k)  of  the  act  (21  U.S.C. 
360(k)),  FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration, 
device  listing  and  premarket  notification 
under  section  510  (a)  through  (k)  of  the 


act.  Under  section  510(g)(4)  of  the  act, 
the  agency  may  exempt  a  manufacturer 
from  section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration, 
listing  and  premarket  notification  by 
manufacturers  of  oral  cavity  evacuators, 
the  agency  cannot  make  the  required 
finding.  To  protect  the  public  health,  the 
agency  needs  to  be  able  to  identify  the 
firms  manufacturing  this  device,  to 
conduct  necessary  inspections  and  to 
receive  premarket  notification  from 
manufacturers  to  assure  that  FDA  learns 
of  new  devices  and  of  significant 
modifications  of  existing  devices,  for 
which  premarket  approval  is  required. 

FDA  disagrees  with  the  Panel's 
recommendation  that  manufacturers  of 
oral  cavity  evacuators  be  exempt  from 
records  and  reports  regulations  under 
section  519  of  the  act  (21  U.S.C.  360i). 

The  records  and  reports  requirements  in 
several  of  FDA’s  present  device 
regulations  are  authorized,  wholly  or  in 
part,  by  section  519.  The  most  extensive 
of  these  requirements  are  found  in  the 
device  good  manufacturing  practice 
(GMP)  regulation,  published  in  the 
Federal  Register  of  July  21, 1978  (43  FR 
31508).  In  the  future,  FDA  will  publish 
other  regulations  under  section  519, 
including  regulations  requiring  reports  to 
FDA  of  experience  with  medical 
devices.  Until  these  regulations  are 
issued,  FDA  believes  ^at  it  cannot 
properly  issue  exemptions  from  them.  In 
the  future,  whenever  the  agency 
proposed  device  regulations  that  include 
records  and  reports  requirements, 
interested  persons  may  submit 
comments  requesting  that  certain 
classes  of  manufacturers  or  other 
persons  be  exempt  from  the 
requirements,  apd  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  |  820,180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
oral  cavity  evacuators  be  exempt  from 
the  good  manufactming  practice  (GMP) 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)).  The  agency  believes 
that  compliance  with  this  regulation  is 
necessary  to  assure  the  quality  of  this 
device  and  thus  its  safety,  effectiveness 


and  compliance  with  the  adulteration 
and  misbranding  provisions  of  the  act. 
Compliance  with  the  GMP  regulation 
will  help  prevent  production  of  oral 
cavity  evacuators  having  defects  that 
could  harm  users. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21668,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6370,  to  read  as 
follows: 

§  872.6370  Oral  cavity  evacuator. 

(a)  Identification.  An  oral  cavity 
evacuator  is  a  hand-held  device  that 
consists  of  a  plastic  tube  attached  to  a 
suction  unit  and  is  used  to  remove  fluids 
from  the  oral  cavity  during  dental 
procedures. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Asaociue  Commissioner  for 
Regulatory  Affairs. 

pm  Doc.  80-39966  Filed  12-29-80;  8-.46  an] 

BILLING  CODE  4110-03-M 


Federal  Register  /  Vol.  45,  No.  251  /  Tuesday,  December  30,  1980  /  Proposed  Rules 


86131 


21  CFR  Part  872 

(Docket  No.  78N-2989] 

Medical  Devices;  Classification  of 
Dental  Floss 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  dental  floss  into  class  I 
(general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  1.  The 
effect  of  classifying  a  device  into  class  1 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
dates:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  conunents  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville.  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommentation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  dental  floss: 

1.  Identification:  Dental  floss  is  a 
string-like  device  made  of  cotton  or 
other  fibers  that  is  intended  to  be  used 
to  remove  plaque  and  food  particles 
from  between  the  teeth  to  reduce  tooth 
decay.  The  fibers  of  the  device  may  be 
coated  with  wax  for  easier  use. 

2.  Recommended  classification:  Class 
1  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C.  360 
(k)),  records  and  reports  requirements 
under  section  519  of  the  act  (21  U.S.C. 
360i),  and  the  good  manufacturing 


practice  regulation  under  section  520(f) 
of  the  act  (21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  dental  floss  be 
classified  into  class  1  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  dental  floss  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
dental  floss  be  classified  into  class  I 
(general  controls).  The  agency  believes 
that  general  controls  are  sufficient  to 
control  the  risks  to  health  presented  by 
the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
dental  floss  be  exempt  from  section 
510(k)  of  the  act  (21  U.S.C.  360(k)),  FDA 
is  proposing  that  these  manufacturers  be 
subject  to  registration,  device  listing  and 
premarket  notification  under  section 
510(a)  through  (k)  of  the  act.  Under 
section  510(g)(4)  of  the  act,  the  agency 
may  exempt  a  manufacturer  from 
section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration, 
listing  and  premarket  notification  by 
manufacturers  of  dental  floss,  the 
agency  cannot  make  the  required 
finding.  To  protect  the  public  health,  the 
agency  needs  to  be  able  to  identify  the 
firms  manufacturing  this  device,  to 
conduct  necessary  inspections  and  to 
receive  premarket  notification  from 
manufacturers  to  assure  that  FDA  learns 
of  new  devices  and  of  signficant 
modifications  of  existing  devices,  for 
which  premarket  approval  is  required. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
dental  floss  be  exempt  from  records  and 
reports  regulations  under  section  519  of 


the  act  (21  U.S.C.  360i).  The  records  and 
reports  requirements  in  several  of  FDA’s 
present  device  regulations  are  authorizd. 
wholly  or  in  part,  by  519,  The  most 
extensive  of  these  requirements  are 
found  in  the  device  good  manufacturing 
practice  (GMP)  regulation,  published  in 
the  Federal  Register  of  July  21, 1978  (43 
FR  31508).  In  the  future,  FDA  will 
publish  other  regulations  under  section 
519,  including  regulations  requiring 
reports  to  FDA  of  experience  with 
medical  devices.  Until  these  regulations 
are  issued.  FDA  believes  that  it  cannot 
properly  issue  exemptions  from  them.  In 
the  future,  whenever  the  agency 
proposes  device  regulations  that  include 
records  and  reports  requirements, 
interested  persons  may  submit 
comments  requesting  diat  certain 
classes  of  manufacturers  or  other 
persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  fi'om  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR 
§  820.180),  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
dental  floss  be  exempt  from  the  good 
manufacturing  practice  (GMP) 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C,  360j(f).  The  agency  believes 
that  compliance  with  this  regidation  is 
necessary  to  assure  the  quality  of  this 
device  and  thus  its  safety,  effectiveness, 
and  compliance  with  the  adulation  and 
misbranding  provisions  of  the  act. 
Compliance  with  the  GMP  regulation 
will  help  prevent  production  of  dental 
floss  having  defects  that  could  harm 
users. 

On  April  28. 1978,  the  agency 
terminated  ail  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  names  may 
be  found  in  the  preamble  to  the  general 
provisions,  published  elsewhere  in  this 
issue  of  the  Federal  Register. 
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Therefore,  under  the  Federal  Food, 

Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority  ^ 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6390,  to  read  as 
follows: 

§  872.6390  Dental  floss. 

(a)  Identification.  Dental  floss  is  a 
string-like  device  made  of  cotton  or 
other  fibers  that  is  intended  to  be  used 
to  remove  plaque  and  food  particles 
from  between  the  teeth  to  reduce  tooth 
decay.  The  fibers  of  the  device  may  be 
coated  with  wax  for  easier  use. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,-on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identiHed  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph 

Acting  Associate  Commissioner  for 

Regulatory  A  ffairs. 

|FR  Doc  80-39969  Filed  12-29-80;  8:45  am] 

BILUNG  CODE  4110-03-M 

21  CFR  Part  872 

(Docket  No.  78N-2990] 

Medical  Devices;  Classification  of 
Forceps  for  an  Articulation  Paper 

agency:  Food  and  Drug  Administration. 
action:  F>roposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  forceps  for  an  articulation 
paper  into  class  I  (general  controls). 

FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I.  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 


dates:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301^27-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  forceps  for  an 
articulation  paper: 

1.  Identification:  Forceps  for  an 
articulation  p  aper  are  a  device  used  to 
hold  articulation  paper  in  the  proper 
position  between  the  patient's  upper  and 
lower  teeth  when  the  teeth  are  in  the 
bite  position.  The  articulation  paper 
locates  uneven  or  high  areas. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  Ais  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  forceps  for  an 
articulation  paper  be  classified  into 
class  I  because  the  Panel  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 


4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  forceps  for  an 
articulation  paper  in  the  practice  of 
dentistry. 

5.  Risks  to  health:  None  identified. 
Proposed  ClassiHcation 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
forceps  for  an  articulation  paper  be 
classified  into  class  I  (general  controls). 
The  agency  believes  that  general 
controls  are  sufficient  to  control  the 
risks  to  health  presented  by  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
forceps  for  an  articulation  paper  be 
exempt  from  section  510(k)  of  the  act  (21 
U.S.C.  360(k)),  FDA  is  proposing  that 
these  manufacturers  be  subject  to 
registration  and  device  listing  under 
section  510  (a)  through  (j)  of  the  act,  but 
exempt  from  premarket  notification 
under  section  510(k)  of  the  act  and 
Subpart  E  of  Part  807  of  the  regulations. 
Under  section  510(g)(4)  of  the  act,  the 
agency  may  exempt  a  manufacturer 
from  section  510  only  if  it  Hnds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of  forceps 
for  an  articulation  paper,  the  agency 
cannot  make  the  required  finding.  To 
protect  the  public  health,  the  agency 
needs  to  be  able  to  identify  the  firms 
manufacturing  this  device  and  to 
conduct  necessary  inspections.  The 
agency  has  determined,  however,  that  it 
is  not  necessary  for  the  protection  of  the 
public  health  that  FDA  receive 
premarket  notification  submissions 
concerning  forceps  for  an  articulation 
paper.  The  agency  does  not  at  this  time 
anticipate  that  premarket  approval  will 
be  required  for  this  device.  The  agency 
believes  that  the  semiannual  updating  of 
device  listing  under  section  510(j)(2)  will 
provide  FDA  with  adequate  notice 
concerning  new  products  within  this 
generic  type  of  device. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
forceps  for  an  articulation  paper  be 
exempt  from  records  and  reports 
regulations  under  section  519  of  the  act 
(21  U.S.C.  360i).  The  records  and  reports 
requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  are  found  in  the  device 
good  manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  TOA  will  publish  other 
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regulations  under  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued,  FDA 
believes  that  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  device 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  [21  CFR  820.180], 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
reconunendation  that  manufacturers  of 
forceps  for  an  articulation  paper  be 
exempt  from  the  device  good 
manufacturing  practice  (GMP) 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)),  FDA  is  proposing  that 
a  manufacturer  of  this  device  be  exempt, 
in  the  manufacture  of  the  device,  from 
all  requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §  §  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  forceps  for  an 
articulation  paper  must  still  be  required 
to  comply  with  the  complaint  file 
requirements  of  §  820.198  to  ensure  that 
these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufactiu'ers  of  forceps  for  an 
articulation  paper  must  still  be  required 
to  comply  with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  maufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 


other  sections  of  the  GMP  regulation  is 
still  appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classiHcation  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This  • 
proposed  classiHcation  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elswhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stab  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6400,  to  read  as 
follows: 

§  872.6400  Forceps  for  an  articulation 
paper. 

(a)  Identification.  Forceps  for  an 
articulation  paper  are  a  device  used  to 
hold  articulation  paper  in  the  proper 
position  between  the  patient’s  upper  and 
lower  teeth  when  the  teeth  are  in  the 
bite  position.  'The  articulation  paper 
locates  uneven  or  high  areas. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  The  device  also  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.193,  with  respect  to 
complaint  files. 

Interested  parties  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identihed  with  the  Hearing  Clerk  Docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 


Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-39970  Filed  12-29-80:  8:45  am| 

BILLING  CODE  4110-03-M 

21  CFR  Part  872 

[Docket  No.  78N-2991] 

Medical  Devices;  Classification  of 
Forceps  for  Dental  Dressings 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  forceps  for  dental  dressings 
into  class  I  (general  controls).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  1. 
The  effect  of  classifying  a  device  into 
class  1  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Adni^istration,  Rm.  4- 
62,  5600  Fishers  Lane.  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration.  8757  Georgia  Ave., 
Silver  Spring.  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  forceps  for  dental 
dressings: 

1.  Identification:  Forceps  for  dental 
dressings  are  a  handheld,  tweezer-like 
device  used  to  apply  dressings  to  areas 
in  the  mouth  during  dental  procedures. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
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under  section  S10(k]  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k]],  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f]  of  the  act  (21  U.S.C. 

360j(n). 

3.  Summary  of  reasons  for 
reconunendation:  The  Panel 
recommends  that  forceps  for  dental 
dressings  be  classiHed  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  forceps  for 
dental  dressings  in  the  practice  of 
dentistry. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

FDA  agrees  with  Panel 
recommendation  and  is  proposing  that 
forceps  for  dental  dressings  be  classiHed 
into  class  I  (general  controls).  The 
agency  believes  that  general  controls 
are  sufficient  to  control  the  risks  to 
health  presented  by  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
forceps  for  dental  dressings  be  exempt 
from  section  510(k)  of  the  act  (21  U.S.C. 
360(k)].  FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration 
and  device  listing  under  section  510  (a) 
through  (j)  of  the  act,  but  exempt  from 
premarket  notification  under  section 
510(k)  of  the  act  and  Subpart  E  of  Part 
807  of  the  regulations.  Under  section 
510(g)(4)  of  the  act,  the  agency  may 
exempt  a  manufacturer  from  section  510 
only  if  it  finds  that  compliance  with  this 
section  is  not  necessary  for  the 
protection  of  the  public  health.  In  the 
case  of  registration  and  listing  of 
manufacturers  of  forceps  for  dental 
dressings,  the  agency  caimot  make  the 
required  Finding.  To  protect  the  public 
health,  the  agency  needs  to  be  able  to 
identify  the  firms  manufacturing  this 
device  and  to  conduct  necessary 


inspections.  The  agency  has  determined, 
however,  that  it  is  not  necessary  for  the 
protection  of  the  public  health  that  FDA 
receive  premarket  notification 
submissions  concerning  forceps  for 
dental  dressings.  The  agency  does  not  at 
this  time  anticipate  that  premarket 
approval  will  be  required  for  this  device, 
llie  agency  believes  that  the  semiannual 
updating  of  device  listing  under  section 
510(j)(2)  will  provide  FDA  with  adequate 
notice  concerning  new  products  within 
this  generic  type  of  device. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
forceps  for  dental  dressings  be  exempt 
from  records  and  reports  regulations 
under  section  519  of  the  act  (21  U.S.C. 
360i).  The  records  and  reports 
requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  are  found  in  the  device 
good  manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  l^A  will  publish  other 
regulations  under  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued,  FDA 
believes  that  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  device 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  &om  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
forceps  for  a  dental  dressing  be  exempt 
from  the  device  good  manufacturing 
practice  (GMP)  regulation  under  section 
520(f)  of  the  act  (21  U.S.C,  360j(f)),  FDA 
is  proposing  that  a  manufacturer  of  this 
device  be  exempt,  in  the  manufacture  of 
the  device,  from  all  requirements  in  the 
GMP  regulation  except  §  820.180  (21 
CFR  820.180),  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  Based  on  manufacture 


of  the  device  and  user  experience  with 
the  device,  the  agency  has  determined 
that  application  of  the  GMP  regulation, 
other  than  §  §  820.180  and  820.198,  is 
unlikely  to  improve  the  safety  and 
effectiveness  of  the  device.  'The  agency 
believes,  however,  that  manufacturers  of 
forceps  for  dental  dressings  must  still  be 
required  to  comply  with  the  complaint 
file  requirements  of  §  820.198  to  ensure 
that  these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  forceps  for  dental 
dressings  must  still  be  required  to 
comply  with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6410,  to  read  as 
follows: 

§  872.6410  Forceps  for  dental  dressings. 

(a)  Identification.  Forceps  for  dental 
dressings  are  a  hand-held,  tweezer-like 
device  used  to  apply  dressings  to  areas 
in  the  mouth  during  dental  procedures. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  The  device  also  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 
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Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk,  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-39071  Filed  12-20-80: 8:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N-2992] 

Medical  Devices;  Classification  of 
Forceps  for  a  Rubber  Dam  Clamp 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  forceps  for  a  rubber  dam 
clamp  into  class  I  (general  controls). 
FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
CiassiHcation  Panel  that  the  device  be 
classiHed  into  class  I.  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 

DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane.  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring.  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 


Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  ClassiHcation  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  forceps  for  a  rubber 
dam  clamp: 

1.  Identification;  Forceps  for  a  rubber 
dam  clamp  are  a  plier-like  device  that 
are  used  to  spread  a  rubber  dam  clamp 
(a  device  used  to  anchor  a  rubber  dam 
in  place)  during  insertion  and  removal  of 
the  clamp. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notiHcation  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation;  The  Panel 
recommends  that  forceps  for  a  rubber 
dam  clamp  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  forceps  for  a 
rubber  dam  clamp  in  the  practice  of 
dentistry. 

5;  Risks  to  health:  None  identified. 
Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
forceps  for  a  rubber  dam  clamp  be 
classified  into  class  I  (general  controls). 
The  agency  believes  that  general 
controls  are  sufficient  to  control  the 
risks  to  health  presented  by  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 


forceps  for  a  rubber  dam  clamp  be 
exempt  from  section  510(k)  of  the  act  (21 
U.S.C.  360(k)),  FDA  is  proposing  that 
these  manufacturers  be  subject  to 
registration,  device  listing,  and 
premarket  notification  under  section  510 
(a)  through  (k)  of  the  act.  Under  section 
510(g)(4)  of  the  act,  the  agency  may 
exempt  a  manufacturer  from  section  510 
only  if  it  finds  that  compliance  with  this 
section  is  not  necessary  for  the 
protection  of  the  public  health.  In  the 
case  of  registration,  listing,  and 
premarket  notification  by  manufacturers 
of  forceps  for  a  rubber  dam  clamp,  the 
agency  cannot  make  the  required 
finding.  To  protect  the  public  health,  the 
agency  needs  to  be  able  to  identify  the 
firms  manufacturing  this  device,  to 
conduct  necessary  inspections  and  to 
receive  premarket  notification  from 
manufacturers  to  assure  that  FDA  learns 
of  new  devices  and  of  significant 
modifications  of  existing  devices,  for 
which  premarket  approval  is  required. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
forceps  for  a  rubber  dam  clamp  be 
exempt  from  records  and  reports 
regulations  under  section  519  of  the  act 
(21  U.S.C.  360i).  'The  records  and  reports 
requirements  in  several  of  FDA’s 
present  device  regulations  are  , 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  are  found  in  the  device 
good  manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  ^A  will  publish  other 
regulations  under  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued,  FDA 
believes  that  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  device 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  from  the 
requiiements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
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forceps  for  a  rubber  dam  clamp  be 
exempt  from  the  device  good 
manufacturing  practice  (GMP) 
regulation  under  section  520(Q  of  the  act 
(21  U.S.C.  360j(f)),  FDA  is  proposing  that 
a  manufacturer  of  this  device  be  exempt, 
in  the  manufacture  of  the  device,  from 
all  requirements  in  the  GMP  regulation 
except  §  820.100  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198]),  with  respect  to  complaint 
nies.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §  §  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  forceps  for  a  rubber 
dam  clamp  must  still  be  required  to 
comply  with  complaint  file  requirements 
of  §  820.198  to  ensure  that  these 
manufacturers  have  adequate  systems 
for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  forceps  for  a  rubber 
dam  clamp  must  still  be  required  to 
comply  with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classiHcation  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21668,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classiHcation  regulation 
identihes  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055, 90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1],  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6420,  to  read  as 
follows: 


§  872.6420  Forceps  for  a  rubber  dam 
clamp. 

(a)  Identification.  Forceps  for  a  rubber 
dam  clamp  are  a  plier-like  device  that 
are  used  to  spread  a  rubber  dam  clamp 
(a  device  used  to  anchor  a  rubber  dam 
in  place)  during  insertion  and  removal  of 
the  clamp. 

(b)  Classification.  Class  I  (general 
controls).  This  device  is  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820,  with  the  exception  of 

§  820.180,  regarding  general 
requirements  concerning  records,  and 
§  820.198,  regarding  complaint  Rles. 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (OTA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  the  individuals 
may  submit  one  copy.  Comments  are  to 
be  identified  with  the  Hearing  Clerk 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  above 
office  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

PK  Doc.  80-36972  Piled  12-20-80;  8:45  am) 
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21  CFR  Part  872 

[Docket  No.  78N-2993) 

Medical  Devices;  Classification  of 
Guards  for  an  Abrasive  Disk 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  guards  for  an  abrasive  disk 
into  class  I  (general  controls).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  I. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
OATES:  Conunents  by  March  2. 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 


ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (OTA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave„ 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  guards  for  abrasive 
disks: 

1.  Identification:  A  guard  for  an 
abrasive  disk  is  a  metal  device  that  clips 
onto  the  dental  handpiece.  The  guard 
shields  soft  tissue  from  injury  by  an 
abrasive  disk  when  the  disk  is  being 
used  during  the  contruction  of  a 
restoration. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
h-om  premarket  notification  procedure 
under  section  510(k)  of  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  guards  for  an  abrasive 
disk  be  classified  into  class  I  because 
the  Panel  believes  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
the  records  and  reports  requirements, 
and  the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  guards  for  an 
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abrasive  disk  in  the  practice  of 
dentistry. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
guards  for  an  abrasive  disk  be  classified 
into  class  I  (general  controls).  The 
agency  believes  that  general  controls 
are  sufficient  to  control  the  risks  to 
health  presented  by  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
guards  for  an  abrasive  disk  be  exempt 
from  section  510(k)  of  the  act  (21  U.S.C. 
360(k)),  FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration, 
device  listing,  and  premarket 
notification  under  section  510(a]  through 
(k)  of  the  act.  Under  section  510(g](4]  of 
the  act,  the  agency  may  exempt  a 
manufacturer  from  section  510  only  if  it 
finds  that  compliance  with  this  section 
is  not  necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration, 
listing  and  premarket  notification  by 
manufacturers  of  gpards  for  an  abrasive 
disk,  the  agency  cannot  make  the 
required  finding.  To  protect  the  public 
health,  the  agency  needs  to  be  able  to 
identify  the  firms  manufacturing  this 
device,  to  conduct  necessary  inspections 
and  to  receive  premarket  notification 
from  manufacturers  to  assure  that  FDA 
learns  of  new  devices  and  of  significant 
modifications  of  existing  devices,  for 
which  premarket  approval  is  required. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
guards  for  an  abrasive  disk  be  exempt 
from  records  and  reports  regulations 
under  section  519  of  the  act  (21  U.S.C. 
360i).  The  records  and  reports 
requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  are  found  in  the  device 
good  manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21. 1978  (43  FR  31508).  In 
the  future,  ^A  will  publish  other 
regulations  under  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued,  FDA 
believes  that  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  device 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 


proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  fiom  requirements  of  the 
device  GMP  regulation.  ’The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
guards  for  an  abrasive  disk  be  exempt 
from  the  device  good  manufacturing 
practice  (GMP)  regulation  under  section 
520(f)  of  the  act  (21  U.S.C.  360(f)),  FDA  is 
proposing  that  a  manufacturer  of  this 
device  be  exempt,  in  the  manufacture  of 
the  device,  fiom  all  requirements  in  the 
GMP  regulation  except  §  820.180  (21 
CFR  820.180),  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  Based  on  available 
information  about  current  practices  used 
in  the  Manufacture  of  the  device  and 
user  experience  with  the  device,  the 
agency  has  determined  that  application 
of  the  GMP  regulation,  other  than 
§  §  820.180  and  820.198,  is  unlikely  to 
improve  the  safety  and  effectiveness  of 
the  device.  The  agency  believes, 
however,  that  manufacturers  of  guards 
for  an  abrasive  disk  must  still  be 
required  to  comply  with  the  complaint 
file  requirements  of  §  820.198  to  ensure 
that  these  manufactmers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  guards  for  an  abrasive 
disk  must  still  be  required  to  comply 
with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 


general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6465,  to  read  as 
follows: 

§  872.6465  Guard  for  an  abrasive  disk. 

(a)  Identification.  A  guard  for  an 
abrasive  disk  is  a  metal  device  that  clips 
onto  the  dental  handpiece.  The  guard 
shields  soft  tissue  from  injury  by  an 
abrasive  disk  when  the  disk  is  being 
used  during  the  construction  of  a 
restoration. 

(b)  Classification.  Class  I  (general 
controls).  This  device  is  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820  of  this  chapter,  with  the 
exception  of  §  802.180,  regarding  general 
requirements  concerning  records,  and 

§  820.198,  regarding  complaint  files. 

Interested  persons  may.  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305).  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
.submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Firday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

JFR  Doc.  00-39973  Filed  12-29-00:  &4S  am) 

BIUING  CODE  4110-03-M 


21  CFR  Part  872 

(Docket  No.  78N-2994] 

Medical  Devices;  Classification  of  Heat 
Sources  for  Bleaching  Teeth 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  heat  sources  for  bleaching 
teeth  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
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class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposed  that  the  final  regulation 
based  on  this  proposal  beaome  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm. 

62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  heat  sources  for 
bleaching  teeth: 

1.  Identification:  A  heat  source  for 
bleaching  teeth  is  an  AC-powered 
device  used  to  apply  heat  to  a  tooth 
after  the  tooth  is  coated  with  a 
bleaching  agent.  The  heat  source  may  be 
either  a  light  or  an  electric  heater. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k]  of  the  Federal  Pood, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  imder 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  heat  sources  for 
bleaching  teeth  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 


acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
good  manufacturing  practice  regulation 
because  this  is  a  simple  device  that 
presents  no  undue  risks  to  health  when 
used  in  a  normal  manner  and  for  the 
purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members*  personal  knowledge  of,  and 
clinical  experience  with,  heat  sources 
for  bleaching  teeth  in  the  practice  of 
dentistry. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
heat  sources  for  bleaching  teeth  be 
classified  into  class  11  (performance 
stcindards).  This  device  directs  heat 
energy  at  oral  tissue.  This  heat  may 
cause  bums  to  the  patient  if  it  is  too 
intense  and  the  device  may  be 
ineffective  if  it  does  not  have  sufficient 
intensity.  The  electrical  properties  of  the 
device  must  also  be  controlled  to 
prevent  electrical  shock  to  the  patient  or 
user.  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  heat  sources  for  bleaching  teeth 
should  be  classified  into  class  II  rather 
than  class  I,  the  agency  is  not  required 
to  publish  a  regulation  adopting  or 
rejecting  the  Panel  recommendation  that 
this  device  be  exempt  from  the 
premarket  notification  procedures  under 
section  510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 


may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6475,  to  read  as 
follows: 

§  872.6475  Heat  source  for  bleaching 
teeth. 

(a)  Identification.  A  heat  source  for 
bleaching  teeth  is  an  AC-powered 
device  used  to  apply  heat  to  a  tooth 
after  the  tooth  is  coated  with  a 
bleaching  agent.  The  heat  source  may  be 
either  a  light  or  an  electric  heater. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated;  November  19, 1980, 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-39074  Filsd  12-20-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  672 

[Docket  No.  78N-2996] 

Medical  Devices;  Classification  of  Oral 
Irrigation  Units 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  oral  irrigation  units  into  class 
II  (performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
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device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken  " 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  FedeYaL  Register. 

ADDRESS:  V/ritten  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 
SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  oral  irrigation  units: 

1.  Identification:  An  oral  irrigation 
unit  is  an  AC-powered  device  intended 
to  be  used  to  remove  food  particles  from 
between  the  teeth  and  promote  good 
periodontal  (giun)  condition  by  means  of 
a  pressurized  water  stream. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  oral  irrigation  units  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 


good  manufacturing  practice  regulation, 
because  this  is  a  simple  device  that 
presents  no  undue  risks  to  health  when 
used  in  a  normal  manner  and  for  the 
purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  oral  irrigation 
units  in  the  practice  of  dentistry. 

5.  Risks  to  health:  Infection  and  tissue 
trauma:  Infection  and  trauma  to  soft 
tissues  may  result  from  the  pressure  of 
the  water  stream  driving 
microorganisms  into  the  gum  pockets 
surrounding  the  user’s  teeth. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
oral  irrigation  units  be  classified  into 
class  II  (performance  standards).  The 
agency  believes  that  the  design  and 
performance  characteristics  of  the 
device  which  regulate  the  output 
pressure  of  the  water  stream  must  be 
controlled  to  prevent  infection  and 
trauma  to  soft  tissues.  Excessive 
pressure  may  drive  microorganisms  and 
debris  into  the  gum  pockets  surrounding 
the  user’s  teeth,  causing  infection.  The 
agency  believes  that  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  this  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  standard  for 
this  device. 

Because  the  agency  has  determined 
that  oral  irrigation  units  should  be 
classified  into  class  II  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  premarket 
notification  procedures  under  section 
510(k),  the  records  and  reports 
requirements  under  section  519  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
leiinin.it, id  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22872  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 


general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Renter. 

Therefore,  under  the  Food,  Drug,  and 
Cosmetic  Act  (sec.  513,  701(a),  52  Stat. 
1055,  90  Stat.  540-546  (21  U.S.C.  360c, 
371(a)))  and  under  authority  delegated 
to  him  (21  CFR  5.1),  the  Commissioner  of 
Food  and  Drugs  proposes  to  amend  Part 
872  in  Subpart  G  by  adding  new 
§  872.6510,  to  read  as  follows: 

§  872.6510  Oral  irrigation  unit 

(a)  Identification.  An  oral  irrigation 
unit  is  an  AC-powered  device  intended 
to  be  used  to  remove  food  ptirticles  from 
between  the  teeth  and  promote  good 
periodontal  (gum)  condition  by  means  of 
a  pressurized  water  stream. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  foimd  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

PPR  Doc.  80-39975  Piled  12-29-ae;  &45  an>| 

BILLING  CODE  4110-0S-M 


21  CFR  Part  872 

(Docket  No.  78N-2997] 

Medical  Devices;  Classification  of 
Dentai  Matrix  Bands 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  dental  matrix  bands  into 
class  I  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I.  The 
efiect  of  classifying  a  device  into  class  1 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
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DATES:  Comments  by  March  2, 1981. 

FOA  proposes  that  the  Final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  {HFA-305), 
Food  and  Drug  Administration.  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301^27-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  dental  matrix  bands: 

1-.  IdentiHcation:  A  dental  matrix  band 
is  a  device  made  of  stainless  steel  that  is 
used  as  a  mold  and  is  placed  around  a 
tooth  to  provide  support  for  restorative 
materials  while  filling  a  tooth. 

2.  Recommended  classification;  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k]  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  imder  section  519  of  the 
act  (21  U.S.C.  360i],  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  dental  matrix  bands 
be  classified  into  class  I  because  the 
Panel  believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simply 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel 
based  its  recommendation  on  the  Panel 
members'  personal  knowledge  of,  and 


clinical  experience  with,  dental  matrix 
bands  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed.  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
dental  matrix  bands  be  classified  into 
class  I  (general  controls).  The  agency 
believes  that  general  controls  are 
sufficient  to  control  the  risks  to  health 
presented  by  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
dental  matrix  bands  be  exempt  from 
section  510(k)  of  the  actw(21  U.S.C.  360), 
FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration, 
device  listing,  and  premarket 
notification  under  section  510(a)  through 
(k)  of  the  act.  Under  section  510(g)(4)  of 
the  act,  the  agency  may  exempt  a 
manufacturer  from  section  510  only  if  it 
finds  that  compliance  with  this  section 
is  not  necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration, 
listing,  and  premarket  notification  by 
manufacturers  of  dental  matrix  bands, 
the  agency  cannot  make  the  required 
finding.  To  protect  the  public  health,  the 
agency  needs  to  be  able  to  identify  the 
firms  manufacturing  this  device,  and  to 
receive  premarket  notification  from 
manufacturers  to  conduct  necessary 
inspection  to  assure  that  FDA  learns  of 
new  devices  and  of  significant 
modifications  of  existing  devices,  for 
which  premarket  approval  is  required. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
dental  matrix  bands  be  exempt  from 
records  and  reports  regulations  under 
section  519  of  the  act  (21  U.S.C.  360i). 

The  records  and  reports  requirements  in 
several  of  FDA’s  present  device 
regulations  are  authorized,  wholly  or  in 
part,  by  section  519.  The  most  extensive 
of  these  requirements  is  found  in  the 
device  good  manufacturing  practice 
(GMP)  regulation  published  in  the 
Federal  Register  of  July  21, 1978  (43  FR 
31508).  In  the  future,  FDA  will  publish 
other  regulations  under  section  519, 
including  regulations  requiring  reports  to 
FDA  of  experience  with  medical 
devices.  Until  these  regulations  are 
issued,  FDA  believes  that  it  cannot 
properly  issue  exemptions  fi:om  them.  In 
the  future,  whenever  the  agency 
proposes  device  regulations  that  include 
records  and  reports  requirements, 
interested  persons  may  submit 
comments  requesting  that  certain 
classes  of  manufacturers  or  other 
persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 


proposing  now.  in  device  classification 
regulations,  is  an  exemption' of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements.  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
dental  matrix  bands  be  exempt  from  the 
device  good  manufacturing  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act  (21  U.S.C.  360j(f)).  FDA  is 
proposing  that  a  manufacturer  of  this 
device  be  exempt,4n  the  manufacture  of 
the  device,  from  all  requirements  in  the 
GMP  regulation  except  §  820.180  (21 
CFR  820.180),  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  Based  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device,  the 
agency  has  determined  that  application 
of  the  GMP  regulation,  other  than 
§§  820.180  and  820.198,  is  unlikely  to 
improve  the  safety  and  effectiveness  of 
the  device.  The  agency  believes, 
however,  that  manufacturers  of  dental 
matrix  bands  must  still  be  required  to 
comply  with  the  complaint  file 
requirements  of  §  820.198  to  ensure  that 
these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  dental  matrix  bands 
must  still  be  required  to  comply  with  the 
general  requirements  concerning 
records,  in  §  820.180  to  ensure  that  FDA 
has  access  to  complaint  files,  can 
investigate  device-related  injury  reports 
and  complaints  about  product  defects, 
may  determine  whether  the 
manufacturer’s  corrective  actions  are 
adequate,  and  may  determine  whether 
the  exemption  from  other  sections  of  the 
GMP  regulation  is  still  appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  fimctions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
'  regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 
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Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a))]  and  under  authority 
delegated  to  him  (21  CFR  5.1],  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6550,  to  read  as 
follows: 

§  872.6550  Dental  matrix  band. 

(a)  Identification.  A  dental  matrix 
band  is  a  device  made  of  stainless  steel 
that  is  used  as  a  mold  and  is  placed 
around  a  tooth  to  provide  support  for 
restorative  materials  while  filling  a 
tooth. 

(b)  Classification.  Class  I  (general 
controls).  This  device  is  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820  with  the  exception  of 

§  820.180,  regarding  general 
requirements  concerning  records,  and 
§  820.198,  regarding  complaint  files. 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated;  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 
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21  CFR  Part  872 

[Docket  No.  78N-29981 

Medical  Devices;  Classification  of 
Matrix  Retainers 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  matrix  retainers  into  class  I 
(general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  ClassiHcation  Panel  that 
the  device  be  classiHed  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 


regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  matrix  retainers: 

1.  Identification:  A  matrix  retainer  is  a 
device  used  to  fasten  together  the  ends 
of  a  matrix  band  (a  mold  placed  around 
a  tooth  to  provide  support  for  restorative 
materials]  and  to  tighten  the  matrix 
band  around  the  tooth  during  restoration 
and  filling. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (21  U.S.C, 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
380j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  matrix  retainers  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  report  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 


health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  matrix 
retainers  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
matrix  retainers  be  classified  into  Class 
I  (general  controls).  The  agency  believes 
that  general  controls  are  sufficient  to 
control  the  risks  to  health  presented  by 
the  device. 

In  response  to  the  Panel's 
recommendation  that  manufacturers  of 
matrix  retainers  be  exempt  from  section 
510(k)  of  the  act  (21  U.S.C.  360(k)),  FDA 
is  proposing  that  these  manufacturers  be 
subject  to  registration,  device  listing, 
and  premarket  notification  under 
section  510  (a)  through  (k)  of  the  act. 
Under  section  510(g)(4)  of  the  act,  the 
agency  may  exempt  a  manufacturer 
from  section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration, 
listing,  and  premarket  notification  by 
manufacturers  of  matrix  retainers,  the 
agency  cannot  make  the  required 
finding.  To  protect  the  public  health,  the 
agency  needs  to  be  able  to  identify  the 
firms  manufacturing  this  device,  to 
conduct  necessary  inspections,  and  to 
receive  premarket  notification  &om 
manufacturers  to  assure  that  FDA  learns 
of  new  devices  and  of  significant 
modifications  of  existing  devices,  for 
which  premarket  approval  is  required. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
matrix  retainers  be  exempt  from  records 
and  reports  regulations  imder  section 
519  of  the  act  (21  U.S.C.  360i),  The 
records  and  reports  requirements  in 
several  of  FDA’s  present  device 
regulations  are  authorized,  wholly  or  in 
part,  by  section  519.  The  most  extensive 
of  these  requirements  are  found  in  the 
device  good  manufacturing  practice 
(GMP)  regulation,  published  in  the 
Federal  Register  of  July  21, 1978  (43  FR 
31508).  In  the  future,  FDA  will  publish 
other  regulations  under  section  519, 
including  regulations  requiring  reports  to 
FDA  of  experience  with  medical 
devices.  Until  these  regulations  are 
issued,  FDA  believes  that  it  cannot 
properly  issue  exemptions  from  them.  In 
the  future,  whenever  the  agency 
proposes  device  regulations  that  include 
records  and  reports  requirements, 
interested  persons  may  submit 
comments  requesting  that  certain 
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classes  of  manufacturers  or  other 
persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classiHcation 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
matrix  retainers  be  exempt  from  the 
device  good  manufacturing  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act  (21  U.S.C.  360j(f)).  FDA  is 
proposing  that  a  manufacturer  of  this 
device  be  exempt,  in  the  manufacture  of 
the  device,  from  all  requirements  in  the 
GMP  regulation  except  §  820.180  (21 
CFR  820.180),  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  Based  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device,  the 
agency  has  determined  that  application 
of  the  GMP  regulation,  other  than 
§  §  820.180  and  820.198,  is  unlikely  to 
improve  the  safety  and  effectiveness  of 
the  device.  The  agency  believes, 
however,  that  manufacturers  of  matrix 
retainers  must  still  be  required  to 
comply  with  the  complaint  Hie 
requirements  of  §  820.198  to  ensure  that 
these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  matrix  retainers  must 
still  be  required  to  comply  with  the 
general  requirements  concerning  records 
in  §  820.180  to  ensure  that  FDA  has 
access  to  complaint  files,  can  investigate 
device-related  injury  reports  and 
complaints  about  product  defects,  may 
determine  whether  the  manufacturer’s 
corrective  actions  are  adequate,  and 
may  determine  whether  the  exemption 
from  other  sections  of  the  GMP 
regulation  is  still  appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
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former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a))  and  under  authority  delegated  to 
him  (21  CFR  5.1),  the  Commissioner  of 
Food  and  Drugs  proposes  to  amend  Part 
872  in  Subpart  G  by  adding  §  872.6560. 
to  read  as  follows: 

§  872.6560  Matrix  retainer. 

(a)  Identification.  A  matrix  retainer  is 
a  device  used  to  fasten  together  the  ends 
of  a  matrix  band  (a  mold  placed  around 
to  tooth  to  provide  support  for 
restorative  materials)  and  to  tighten  the 
matrix  band  around  the  tooth  during 
restoration  and  filling. 

(b)  Classification.  Class  I  (general 
controls).  This  device  is  exempt  from  the 
good  manufacturing  practices  regulation 
in  Part  820  of  this  chapter,  with  the 
exception  of  §  820.180,  regarding  general 
requirements  concerning  records,  and 

§  820.198,  regarding  complaint  files. 

Interested  persons  may,  on  or  before 
March  2. 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  39977  Filed  12-29-80;  8:45  am] 
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Medical  Devices;  Classification  of 
Impression  Tubes 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  impression  tubes  into  class  I 
(general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  ClassiRcation  Panel  that 
the  device  be  classified  into  class  I.  The 


1980  /  Proposed  Rules 


effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm,  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT:  . 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
'the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  impression  tubes. 

1.  Identification:  An  impression  tube 
is  a  device  consisting  of  a  hollow  copper 
tube  that  is  used  to  take  an  impression 
of  a  single  tooth.  The  hollow  tube  is 
filled  with  impression  material.  One  end 
of  the  tube  is  sealed  with  a  softened 
material,  such  as  wax;  the  remaining 
end  is  slipped  over  the  tooth  to  make  the 
impression. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  impression  tubes  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
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device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personnel  knowledge  of,  and 
clinical  experience  with,  impression 
tubes  in  the  practice  of  dentistry. 

5.  Risks  to  health.  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
impression  tubes  be  classified  into  class 
I  (general  controls].  The  agency  believes 
that  general  controls  are  sufficient  to 
control  the  risks  to  health  presented  by 
the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
impression  tubes  be  exempt  from 
section  510(k]  of  the  act  (21  U.S.C. 

360(k)},  FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration, 
device  listing,  and  premarket 
notification  510(a]  through  (k)  of  the  act. 
Under  section  510(g)(4)  of  the  act,  the 
agency  may  exempt  a  manufacturer 
from  section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration, 
listing,  and  premarket  notification  by 
manufacturers  of  impression  tubes,  the 
agency  cannot  make  the  required 
finding.  To  protect  the  public  health,  the 
agency  needs  to  be  able  to  identify  the 
firms  manufacturing  this  device,  and  to 
receive  premarket  notification  from 
manufacturers  to  assure  that  FDA  learns 
of  new  devices  and  of  signficant 
modifications  of  existing  devices  for 
which  premarket  approval  is  required. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
impression  tubes  be  exempt  from 
records  and  reports  regulations  under 
section  519  of  the  act  (21  U.S.C.  360i). 

The  records  and  reports  requirements  in 
several  of  FDA’s  present  device 
regulations  are  authorized,  wholly  or  in 
part,  by  section  519.  'The  most  extensive 
of  these  requirements  is  found  in  the 
device  good  manufacturing  practice 
(GMP)  regulation,  published  in  the 
Federal  Register  of  July  21, 1978  (43  FR 
31508).  In  the  future,  FDA  will  publish 
other  regulations  under  section  519, 
including  regulations  requiring  reports  to 
FDA  of  experience  with  medical 
devices.  Until  these  regulations  are 
issued,  FDA  believes  that  it  cannot 
properly  issue  exemptions  from  them.  In 


the  future,  whenever  the  agency 
proposes  device  regulations  that  include 
records  and  reports  requirements, 
interested  persons  may  submit 
comments  requesting  that  certain 
classes  of  manufacturers  or  other 
persons  be  exempt  fi'om  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180], 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
impression  tubes  be  exempt  from  the 
device  good  manufacturing  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act  (21  U.S.C.  360j(f)),  FDA  is 
proposing  that  a  manufacturer  of  this 
device  be  exempt,  in  the  manufacture  of 
the  device,  from  all  requirements  in  the 
GMP  regulation  except  §  820.180  (21 
CFR  820.180],  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  Based  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device,  the 
agency  has  determined  that  application 
of  the  GMP  regulation,  other  than 
§  §  820.180  and  820.198,  is  unlikely  to 
improve  the  safety  and  effectiveness  of 
the  device.  The  agency  believes, 
however,  that  manufacturers  of 
impression  tubes  must  still  be  required 
to  comply  with  the  complaint  file 
requirements  of  §  820.198  to  ensure  that 
these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  impression  tubes  must 
still  be  required  to  comply  with  the 
general  requirements  concerning  records 
in  §  820.180  to  ensure  that  FDA  has 
access  to  complaint  files,  can  investigate 
device-related  injury  reports  and 
complaints  about  product  defects,  may 
determine  whether  the  manufacturer’s 
corrective  actions  are  adequate,  and 
may  determine  whether  the  exemption 
from  other  sections  of  the  GMP 
regulation  is  still  appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 


the  Federal  Regbter  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c.  371(a))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6570,  to  read  as 
follows: 

§  872.6570  Impression  tube. 

(a)  Identification.  An  impression  tube 
is  a  device  consisting  of  a  hollow  copper 
tube  that  is  used  to  take  an  impression 
of  a  single  tooth.  The  hollow  tube  is 
filled  with  impression  material.  One  end 
of  the  tube  is  sealed  with  a  softened 
material,  such  as  wax;  the  remaining 
end  is  slipped  over  the  tooth  to  make  the 
impression. 

(b)  Classification.  Class  I  (general 
controls).  This  device  is  exempt  fi'om  the 
good  manufacturing  practice  regulation 
in  Part  820,  with  the  exception  of 

§  820.180,  regarding  general 
requirements  concerning  records,  and 
820.198,  regarding  complaint  files. 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated;  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc  80-39978  Filed  12-29-80;  8:45  am] 
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action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  mouth  mirrors  into  class  I 
(general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments.  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  {HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACr. 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  mouth  mirrors: 

1.  Identification:  A  mouth  mirror  is  a 
hand-held  metal  or  glass  device  that  is 
used  as  a  visual  aid  to  reflect  oral 
structures  during  examination  and 
treatment  of  the  teeth  and  the  oral 
cavity. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  mouth  mirrors  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 


assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  mouth  mirrors 
in  the  practice  of  dentistry. 

5.  Risks  of  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
mouth  mirrors  be  classified  into  class  I 
(general  controls).  The  agency  believes 
that  general  controls  are  sufficient  to 
control  the  risks  to  health  presented  by 
the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
mouth  mirrors  be  exempt  from  section 
510(k)  of  the  act  (21  U.S.C.  360(k)),  FDA 
is  proposing  that  these  manufacturers  be 
subject  to  registration  and  device  listing 
under  section  510  (a)  through  (j)  of  the 
act,  but  exempt  from  premarket 
notification  under  section  510(k)  of  the 
act  and  Subpart  E  of  Part  807  of  the 
regulations.  Under  section  510(g)(4)  of 
the  act.  the  agency  may  exempt  a 
manufacturer  from  section  510  only  if  it 
finds  that  compliance  with  this  section 
is  not  necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of  mouth 
mirrors,  the  agency  cannot  make  the 
required  finding.  To  protect  the  public 
health,  the  agency  needs  to  be  able  to 
identify  the  firms  manufacturing  this 
device  and  to  conduct  necessary 
inspections.  The  agency  has  determined, 
however,  that  it  is  not  necessary  for  the 
protection  of  the  public  health  that  FDA 
receive  premarket  notification 
submissions  concerning  mouth  mirrors. 
The  agency  does  not  at  this  time 
anticipate  that  premarket  approval  will 
be  required  for  this  device.  The  agency 
believes  that  the  semiannual  updating  of 
device  listing  under  section  510(j)(2)  will 
provide  FDA  with  adequate  notice 
concerning  new  products  with  this 
generic  type  of  device. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
mouth  mirrors  be  exempt  from  records 


and  reports  regulations  under  section 
519  of  the  act  (21  U.S.C.  360i).  The 
records  and  reports  requirements  in 
several  of  FDA’s  present  device 
regulations  are  authorized,  wholly  or  in 
part,  by  section  519.  The  most  extensive 
of  these  requirements  are  found  in  the 
device  good  manufacturing  practice 
(GMP)  regulation,  published  in  the 
Federal  Register  of  July  21, 1978  (43  FR 
31508).  In  the  future,  FDA  will  publish 
other  regulations  under  section  519, 
including  regulations  requiring  reports  to 
FDA  of  experience  with  medical 
devices.  Until  these  regulations  are 
issued.  FDA  believes  that  it  cannot 
properly  issue  exemptions  from  them.  In 
the  future,  whenever  the  agency 
proposes  device  regulations  that  include 
records  and  reports  requirements, 
interested  persons  may  submit 
comments  requesting  that  certain 
classes  of  manufacturers  or  other 
persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
mouth  mirrors  be  exempt  from  the 
device  good  manufacturing  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act  (21  U.S.C.  360j(f)),  FDA  is 
proposing  that  a  manufacturer  of  this 
device  be  exempt,  in  the  manufacture  of 
the  device,  from  all  requirements  in  the 
GMP  regulation  except  §  820.180  (21 
CFR  820.180),  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  Based  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device,  the 
agency  has  determined  that  application 
of  the  GMP  regulation,  other  than 
§§  820.180  and  820.198,  is  unlikely  to 
improve  the  safety  and  effectiveness  of 
the  device.  The  agency  believes, 
however,  that  manufacturers  of  mouth 
mirrors  must  still  be  required  to  comply 
with  the  complaint  file  requirements  of 
§  820.198  to  ensure  that  these 
manufacturers  have  adequate  systems 
for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  mouth  mirrors  must 
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still  be  required  to  comply  with  the 
general  requirements  concerning  records 
in  §  820.189  to  ensure  that  FDA  has 
access  to  complaint  files,  can  investigate 
device-related  injury  reports  and 
complaints  about  product  defects,  may 
determine  whether  the  manufacturer's 
corrective  actions  are  adequate,  and 
may  determine  whether  the  exemption 
from  other  sections  of  the  GMP 
regulation  is  still  appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  foimd  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6600,  to  read  as 
follows: 

§  872.6600  Mouth  mirror. 

(a)  Identification.  A  mouth  mirror  is  a 
hand-held  metal  or  glass  device  that  is 
used  as  a  visual  aid  to  reflect  oral 
structures  during  examination  and 
treatment  of  the  teeth  and  the  oral 
cavity.  . 

(b)  Classification.  Class  I  (general 
controls).  This  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  The  device  also  is 
exempt  fi-om  the  good  manufacturing 
practice  regulation  in  Part  820  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 


9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

|FR  Dog.  80-39979  Filed  12-29-80;  8;45  am] 
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21  CFR  Part  872 

(Docket  No.  78N-3001) 

Medical  Devices;  Classification  of 
Saliva  Ejector  Mouthpieces 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  saliva  ejector  mouthpieces 
into  class  I  (general  controls).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  I. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  elective 
30  days  after  ^e  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  saliva  ejector 
mouthpieces: 

1.  Identification:  A  salivia  ejector 
mouthpiece  is  a  device  consisting  of  a 
plastic  tube  that  is  used  to  remove 
saliva  continuously  from  the  oral  cavity 
during  dental  treatment.  The  tube  is 


looped  over  the  patient’s  lips  and  is 
attached  to  a  suction  unit. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 

360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i)),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  saliva  ejector 
mouthpieces  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  saliva  ejector 
mouthpieces  in  the  practice  of 
denstistry. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
saliva  ejector  mouthpieces  be  classified 
into  class  I  (general  controls).  The 
agency  believes  that  general  controls 
are  sufficient  to  control  the  risks  to 
health  presented  by  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
saliva  ejector  mouthpieces  be  exempt 
from  section  510(k)  of  the  act  (21  U.S.C. 
360(k)),  FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration, 
device  listing,  and  premarket 
notification  under  section  510  (a) 
through  (k)  of  the  act.  Under  section 
510(g)(4)  of  the  act,  the  agency  may 
exempt  a  manufacturer  from  section  510 
only  if  it  finds  that  compliance  with  this 
section  is  not  necessary  for  the 
protection  of  the  public  health.  In  the 
case  of  registration,  listing,  and 
premarket  notification  by  manufacturers 
of  saliva  ejector  mouthpieces,  the 
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agency  cannot  make  the  required 
finding.  To  protect  the  public  health,  the 
agency  needs  to  be  able  to  identify  the 
Rrms  manufacturing  this  device,  to 
conduct  necessary  inspections,  and 
receive  premarket  notification  from 
manufacturers  to  assure  that  FDA  learns 
of  new  devices,  and  of  significant 
modifications  of  existing  devices  for 
which  premarket  approval  is  required. 

FDA  disagrees  with  the  Panel's 
recommendation  that  manufacturers  of 
saliva  ejector  mouthpieces  be  exempt 
from  records  and  reports  regulations 
under  section  519  of  the  act  (21  U.S.C. 
360i).  The  records  and  reports 
requirements  in  several  ofFDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  are  found  in  the  device 
good  manufacturing  practice  (CMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  TOA  will  publish  other 
regulations  under  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued,  FDA 
believes  that  it  caimot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  device 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classiHcation 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
saliva  ejector  mouthpieces  be  exempt 
from  the  device  good  manufacturing 
practice  (GMP)  regulation  under  section 
520(f)  of  the  act  (21  U.S.C.  360j(f)),  FDA 
is  proposing  that  a  manufacturer  of  this 
device  be  exempt,  in  the  manufacture  of 
the  device,  from  all  requirements  in  the 
GMP  regulation  except  §  820.180  (21 
CFR  820.180),  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  Based  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device,  the 


agency  has  determined  that  application 
of  the  GMP  regulation,  other  than 
§  §  820.180  and  820.198,  is  unlikely  to 
improve  the  safety  and  effectiveness  of 
the  device.  The  agency  believes  that 
manufacturers  of  saliva  ejector 
mouthpieces  must  still  be  required  to 
comply  with  the  complaint  file 
requirements  of  §  820.198  to  ensure  that 
these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  believes  that 
manufacturers  of  saliva  ejector 
mouthpieces  must  still  be  required  to 
comply  with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21866,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6620,  to  read  as  * 
follows: 

§  872.6620  Saliva  ejector  mouthpiece. 

(a)  Identification,  A  saliva  ejector 
mouthpiece  is  a  device  consisting  of  a 
plastic  tube  that  is  used  to  remove 
saliva  continuously  from  the  oral  cavity 
during  dental  treatment.  The  tube  is 
looped  over  the  patient’s  lips  and  is 
attached  to  a  suction  unit. 

(b)  Classification.  Class  I  (general 
controls).  This  device  is  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820,  with  the  exception  of 

§  820.180,  regarding  general 
requirements  concerning  records,  and 
§  820  198,  regarding  complaint  Bles. 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 


Clerk,  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-39980  Filed  12-29-80;  8:45  iim) 
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21  CFR  Part  872 
[Docket  No.  78N-3002] 

Medical  Devices;  Classification  of 
Dental  Operative  Units 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  dental  operative  units  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
'issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

OATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 


Federal  Register  /  Vol.  45,  No.  251  /  Tuesday,  December  30,  1980  /  Proposed  Rules 


86147 


Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  ClassiHcation  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classiHcation  of  dental  operative  units: 

1.  Identification:  A  dental  operative 
unit  is  an  AC-powered  device  that 
supplies  power  to,  and  serves  as  the 
base  for,  dental  handpieces,  lights,  or 
other  dental  devices  and  holds  syringes 
for  air  and  water.  It  can  be  attached  to 
the  dental  chair  or  cabinet  or  located  on 
a  portable  cart. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notificatipn  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k]],  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufachiring  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  dental  operative  units 
be  classified  into  class  I  because  the 
Panel  believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation,  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  dental 
operative  units  in  the  practice  of 
dentistry. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
dental  operative  units  be  classified  into 
class  11  (performance  standards).  Dental 
operative  units  indirectly  contact 
patients  because  air  and  water  supplied 
through  the  imit  are  used  to  clean  the 
operating  area  of  debris.  If  the  unit  is 


not  designed  properly,  contamination  of 
the  air  and  water  may  occur,  thereby 
putting  the  patient  at  risk  of  harm.  A 
performance  standard  is  necessary  to 
control  the  electrical  design  of  the 
device  to  prevent  electrical  shock  to  the 
patient  or  user.  The  agency  believes  that 
performance  standards  are  necessary 
for  this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  dental  operative  units  should  be 
classified  into  class  II  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  is  device.be 
exempt  from  the  premarket  notification 
procedures  under  section  510(k),  the 
records  and  reports  requirements  imder 
section  519,  and  the  good  manufacturing 
practice  regulation  imder  section  520(f) 
of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  E 
by  adding  new  §  872.6640,  to  read  as 
follows: 

§  872.6640  Dental  operative  unit. 

(a)  Identification.  A  dental  operative 
unit  is  an  AC-powered  device  that 
supplies  power  to,  and  serves  as  the 
base  for,  dental  handpieces,  lights,  or 
other  dental  devices  and  holds  syringes 
for  air  and  water.  It  can  be  attached  to 
the  dental  chair  or  cabinet  or  located  on 
a  portable  cart. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 


Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  oHlce  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated  November  19, 1980 
William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  j^fairs. 

(FR  Uoc.  80-39981  Filed  12-29-80;  8:45  am] 
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21  CFR  Part  872 

[Docket  No.  78N-3003] 

Medical  Devices;  Classification  of 
Suction  Operative  Units 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for. 
public  comment  a  proposed  relation 
classifying  suction  operative  units  into 
class  II  (performance  standards.)  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classif^'ing  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  die  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring.  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 
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Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
and  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  suction  operative  units: 

1.  Identification:  A  suction  operative 
unit  is  an  AC-powered  device  that  is 
attached  to  a  dental  operative  unit  and 
is  used  to  remove  fluids  from  the  oral 
cavity  by  suction  supplied  by  tubing  to  a 
saliva  ejector  mouthpiece  or  an  oral 
cavity  evacuator. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Food,  Drug, 
and  Cosmetic  Act  (21  U.S.C,  360(k)), 
records  and  reports  requirements  under 
section  519  of  the  act  (21  U.S.C.  360i), 
and  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 

recommendation:  The  Panel 
recommends  that  suction  operative  units 
be  classified  into  class  I  because  the 
Panel  believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and  ^ 

effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  the  premarket  notification 
procedures,  records  and  reports 
requirements,  and  the  good 
manufacturing  practice  regulation 
because  this  is  a  simple  device  that 
presents  no  undue  risks  to  health  when 
used  in  a  normal  manner  and  for  the 
purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  suction 
operative  units  in  the  practice  of 
dentistry. 

5.  Risks  to  health:  Electrical  shock: 
Improper  electrical  design  of  the  device 
may  cause  electrical  shock  to  the  patient 
or  user. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
suction  operative  imits  be  classified  into 
class  II  (performance  standards).  The 
agency  believes  that  the  amount  of 
suction  generated  by  the  device  must  be 


controlled  to  prevent  injury  to  soft 
tissues,  and  that  the  electrical  design  of 
the  device  must  be  controlled  to  prevent 
electrical  shock  to  the  patient  or  user. 

The  agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
•regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6645,  to  read  as 
follows: 

§  872.6645  Suction  operative  unit. 

(a)  Identification.  A  suction  operative 
unit  is  an  AC-powered  device  used  to 
remove  fluids  from  the  oral  cavity  by 
suction  supplied  by  tubing  to  a  saliva 
ejector  mouthpiece  or  an  oral  cavity 
evacuator. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 


Dated;  November  19, 1980. 
William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  80-39982  Filed  1^29-80:  8:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N-3004] 

Medical  Devices;  Classification  of 
Massaging  Picks 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  massaging  picks  into  class  I 
(general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
dates:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  massaging  picks: 

1.  Identification:  A  messaging  pick  is  a 
pointed  device  made  of  wood  or  plastic 
that  is  intended  to  be  used  manually  to 
stimulate  and  massage  the  gums  to 
promote  good  periodontal  (gum) 
condition.  The  end  of  the  pick  is  placed 
at  the  base  of  the  teeth  and  moved 
gently. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
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recommends  that  this  device  be  exempt 
from  premarket  notihcation  procedures 
under  section  510(k)  of  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (21  U.S.C. 

360(k]},  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  massaging  picks  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  massaging 
picks  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
massaging  picks  be  classifed  into  class  1 
(general  controls).  The  agency  believes 
that  general  controls  are  sufficient  to 
control  the  risks  to  health  presented  by 
the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
massaging  picks  be  exempt  from  section 
510(k)  of  the  act  (21  U.S.C.  360),  FDA  is 
proposing  that  these  manufacturers  be 
subject  to  registration,  device  listing, 
and  premarket  notification  under 
section  510  (a)  through  (k)  of  the  act. 
Under  section  510(g)(4)  of  the  act,  the 
agency  may  exempt  a  manufacturer 
from  section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration, 
listings  and  premarket  notification  by 
manufacturers  of  massaging  picks,  the 
agency  cannot  make  the  required 
finding.  To  protect  the  public  health,  the 
agency  needs  to  be  able  to  identify  the 
firms  manufacturing  this  device,  to 
conduct  necessary  inspections  and  to 
receive  premarket  notification  from 


manufacturers  to  assure  that  FDA  learns 
of  new  devices  and  of  significant 
modifications  of  existing  devices  for 
which  premarket  approval  is  required. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
massaging  picks  be  exempt  fi'om  records 
and  reports  regulations  under  section 
519  of  the  act  (21  U.S.C.  360i).  The 
records  and  reports  requirements  in 
several  of  FDA’s  present  device 
regulations  are  authorized,  wholly  or  in 
part,  by  section  519.  The  most  extensive 
of  these  requirements  are  found  in  the 
device  good  manufacturing  practice 
(GMP)  regulation,  published  in  the 
Federal  Register  of  July  21, 1978  (43  FR 
31508).  In  the  future,  FDA  will  publish 
other  regulations  under  section  519, 
including  regulations  requiring  reports  to 
FDA  of  experience  with  medical 
devices.  Until  these  regulations  are 
issued,  FDA  believes  that  it  cannot 
properly  issue  exemptions  from  them.  In 
the  future,  whenever  the  agency 
proposes  device'  regulations  that  include 
records  and  reports  requirements, 
interested  persons  may  submit 
comments  requesting  that  certain 
classes  of  manufacturers  or  other 
persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
massaging  picks  be  exempt  from  the 
device  good  manufacturing  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act  (21  U.S.C.  360j(f)),  FDA  is 
proposing  that  a  manufacturer  of  this 
device  be  exempt,  in  the  manufacture  of 
the  device,  from  all  requirements  in  the 
GMP  regulation  except  §  820.180  (21 
CFR  820.180),  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  Based  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device,  the 
agency  has  determined  that  application 
of  the  GMP  regulation,  other  than 
§  §  820.180  and  820.198,  is  unlikely  to 
improve  the  safety  and  effectiveness  of 
the  device.  The  agency  believes, 
however,  that  manufacturers  of 


massaging  picks  must  still  be  required  to 
comply  with  the  complaint  file 
requirements  of  §  820.198  to  ensure  that 
these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  believes  that 
manufacturers  of  massaging  picks  must 
still  be  required  to  comply  with  the 
general  requirements  concerning  records 
in  §  820.180  to  ensure  that  FDA  has 
access  to  complaint  files,  can  investigate 
device-related  injury  reports  and 
complaints  about  product  defects,  may 
determine  whether  the  manufacturer’s 
corrective  actions  are  adequate,  and 
may  determine  whether  the  exemption 
from  other  sections  of  the  GMP 
regulation  is  still  appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6650,  to  read  as 
follows: 

§  872.6650  Massaging  pick. 

(a)  Identification.  A  massaging  pick  is 
a  pointed  device  made  of  wood  or 
plastic  that  is  intended  to  be  used 
manually  to  stimulate  and  massage  the 
gums  to  promote  good  periodontal  (gum) 
condition.  The  end  of  the  pick  is  placed 
at  the  base  of  the  teeth  and  moved 
gently. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820,  with  the  exception  of 

§  820.280,  regarding  general 
requirements  concerning  records,  and 
§  820.198,  regarding  complaint  files. 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk,  (HFA-305).  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
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submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

|FR  Doc.  80-39983  Filed  12-20-80: 8:45  amj 
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21  CFR  Part  872 

[Docket  No.  78N-3005] 

Medical  Devices;  Classification  of 
Porcelain  Powder  for  Ciinicai  Use 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  porcelain  powder  for  clinical 
use  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  11.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  Hnal 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
dates:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
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classification  of  porcelain  powdw  for 
clinical  use: 

1.  Identification:  Porcelain  powder  for 
clinical  use  is  a  device  consisting  of  a 
mixture  of  kaolin,  felspar,  quartz,  or 
other  substances  that  is  used  in  the 
production  of  artibcial  teeth  in  fixed  or 
removable  dentures,  of  jacket  crowns, 
facings,  and  veneers.  The  device  is  used 
in  restorative  dentistry  by  heating  the  , 
powder  mixture  to  a  high  temperature  in 
an  oven  to  produce  a  hard  prosthesis 
with  a  glass-like  finish. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  porcelain  powder  for 
clinical  use  be  classified  into  class  II 

'  because  the  composition  of  the 
porcelain  powder  must  be  controlled. 

The  fluorescing  agents  in  the  porcelain 
powder  for  clinical  use  may  contain 
radioactive  components  which  may 
decay,  resulting  in  the  production  of 
prosthetic  devices  that  emit  radiation. 
The  Panel  believes  that  general  controls 
alone  would  not  provide  sufficient 
control  over  this  characteristic.  The 
Panel  believes  that  a  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  (a)  Exposure  to 
radiation:  The  patient  may  be  exposed 
to  radiation  emitted  by  prostheses  made 
from  porcelain  powder  that  contains 
radioactive  ingredients,  (b)  Adverse 
tissue  reaction:  If  the  materials  used  in 
the  construction  of  the  device  are  not 
biocompatible,  the  patient  may  have  an 
adverse  tissue  reaction. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
procelain  powder  for  clinical  use  be 
classified  into  class  II  (performance 

"  standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device. 
Exposure  of  surrounding  tissue  to  the 
ionizing  radiation  emitted  by  the 
radioactive  material  that  may  be  present 
in  dental  products  fabricated  from 
porcelain  powder  for  clinical  use  may 
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result  in  acute  tissue  damage,  if  the 
radiation  is  sufHciently  intense,  or  in 
neoplastic  (abnormal  changes),  if 
radiation  is  chronically  received  at 
lower  levels.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6660,  to  read  as 
follows: 

§  872.6660  Porcelain  powder. 

(a)  Identification.  Porcelain  powder 
for  clinical  use  is  a  device  consisting  of 
a  mixture  of  kaolin,  felspar,  quartz,  or 
other  substances  that  is  used  in  the 
production  of  artificial  teeth  in  fixed  or 
removable  dentures,  of  jacket  crowns, 
facings,  and  veneers.  The  device  is  used 
in  restorative  dentistry  by  heating  the 
powder  mixture  to  a  high  temperature  in 
an  oven  to  produce  a  hard  prosthesis 
with  a  glass-like  finish. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday, 
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Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc  80-39984  Filed  13-29-60;  8;45  sm| 

BILLING  CODE  4110-03-M 

21  CFR  Part  872 

[Docket  No.  78N-3006] 

Medical  Devices;  Ciassification  of  ' 
Siiicate  Protectors 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  silicate  protectors  into  class  1 
(general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  ClassiHcation  Panel  that 
the  device  be  classiHed  into  class  I.  The 
effect  of  classifying  a  device  into  class  1 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
conunents,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  Hnal  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
ofHce  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
followmg  recommendation  regarding  the 
classiHcation  of  silicate  protectors: 

1.  Identification:  A  silicate  protector  is 
a  device  made  of  silicone  that  is  applied 
with  an  absorbent  tipped  applicator  to 
the  surface  of  a  new  restoration  to 
exclude  temporarily  fluids  from  its 
surface. 

2.  Recommended  classiHcation:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 


from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 

360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  silicate  protectors  be 
classiHed  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
record  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation,  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  siiicate 
protectors  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
silicate  protectors  be  classified  into 
class  I  (general  controls).  The  agency 
believes  that  general  controls  are 
sufficient  to  control  the  risks  to  health 
presented  by  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
silicate  protectors  be  exempt  from 
section  510(k)  of  the  act  (21  U.S.C. 
360(k)),  FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration, 
device  listing,  and  premarket 
notification  under  section  510  (a) 
through  (k)  of  the  act.  Under  section 
510(g)(4)  of  the  act,  the  agency  may 
exempt  a  manufacturer  from  section  510 
only  if  it  finds  that  compliance  with  this 
section  is  not  necessary  for  the 
protection  of  the  public  health.  In  the 
case  of  registration,  listing,  and 
premarket  notification  by  manufacturers 
of  silicate  protectors,  the  agency  cannot 
make  the  required  finding.  To  protect 
the  public  health,  the  agency  needs  to  be 
able  to  identify  the  firms  manufacturing 
this  device,  to  conduct  necessary 
inspections,  and  to  receive  premarket 
notification  from  manufacturers  to 


assure  that  FDA  learns  of  new  devices 
and  of  significant  modifications  of 
existing  devices  for  which  premarket 
approval  is  required. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
silicate  protectors  be  exempt  fi'om 
records  and  reports  regulations  under 
section  519  of  the  act  (21  U.S.C.  360i). 

The  records  and  reports  requirements  in 
several  of  FDA's  present  device 
regulations  are  authorized,  wholly  or  in 
part,  by  section  519.  The  most  extensive 
of  these  requirements  are  found  in  the 
device  good  manufacturing  practice 
(GMP)  regulation,  published  in  the 
Federal  Register  of  July  21, 1978  (43  FR 
31508).  In  the  future,  FDA  will  publish 
other  regulations  imder  section  519, 
including  regulations  requiring  reports  to 
FDA  of  experience  with  medical 
devices.  Until  there  regulations  are 
issued,  FDA  believes  ^at  it  cannot 
properly  issue  exemptions  from  them.  In 
the  future,  whenever  the  agency 
proposes  device  regulations  that  include 
records  and  reports  requirements, 
interested  persons  may  submit 
comments  requesting  Aat  certain 
classes  of  manufacturers  or  other 
persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  S  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
silicate  protectors  be  exempt  from  the 
device  good  manufacturing  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act  (21  U.S.C.  360j(f)),  FDA  is 
proposing  that  a  manufacturer  of  this 
device  be  exempt,  in  the  manufacture  of 
the  device,  from  all  requirements  in  the 
GMP  regulation  except  S  820.180  (21 
CFR  820.180),  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  Based  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device,  the 
agency  has  determined  that  application 
of  the  GMP  regulation,  other  than 
§  §  820.180  and  820.198,  is  unlikely  to 
improve  the  safety  and  effectiveness  of 
the  device.  The  agency  believes, 
however,  that  manufacturers  of  silicate 
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protectors  must  still  be  required  to 
comply  with  the  complaint  file 
requirements  of  §  820.198  to  ensure  that 
these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  silicate  protectors 
must  still  be  required  to  comply  with  the 
general  requirements  concerning  records 
in  §  820.180  to  ensure  that  FDA  has 
access  to  complaint  Hies,  can  investigate 
device-related  injury  reports  and 
complaints  about  product  defects,  may 
determine  whether  the  manufacturer’s 
corrective  actions  are  adequate,  and 
may  determine  whether  the  exemption 
from  other  sections  of  the  GMP 
regulation  is  still  appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classiHcation  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21866,  21667,  and  21668]  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identiHes  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (sec,  513,  701(a), 
52  Stat.  1055,  90  Stat.  540-546  (21  U.S.C. 
360c,  371(a)]]  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  §  872.6670,  to  read  as  follows: 

§  872.6670  Silicate  protector. 

(a)  Identification.  A  silicate  protector 
is  a  device  made  of  silicone  that  is 
applied  with  an  absorbent  tipped 
applicator  to  the  surface  of  a  new 
restoration  to  exclude  temporarily  fluids 
from  its  surface. 

(b)  Classification.  Class  I  (general 
controls).  This  device  is  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820  of  this  chapter,  with  the 
exception  of  §  820.180,  regarding  general 
requirements  concerning  records,  and 

§  820.198,  regarding  complaint  files. 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  Docket 
number  found  in  brackets  in  the  heading 


45,  No.  251  /  Tuesday,  December  30, 


of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated;  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

|FR  Doc.  39985  Filed  12-29-80;  8:45  am) 
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21  CFR  Part  872 

[Docket  No.  78N-3007] 

Medical  Devices;  Classification  of 
Dental  Retractors  (All  Types) 
agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  dental  retractors  (all  types) 
into  class  II  (performance  standards). 
FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
ClassiHcation  Panel  that  the  device  be 
classiHed  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  ffnal 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  ^e  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  ^ 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT. 

Gregory  Singleton,  Bpreau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
backgroimd  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
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classification  of  dental  retractors  (all 
types): 

1.  identification:  A  dental  retractor 
(any  type)  is  a  device  used  to  fold  back 
oral  tissues  by  pulling  back  the  cheeks 
at  the  lips  to  aid  operating  procedures. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 

360{k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i],  and  the  good 
manufacturing  practice  regulation  under 
section  520(f]  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  dental  retractors  (all 
types)  be  classified  into  class  I  because 
the  Panel  believes  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
record  and  reports  requirements,  and 
the  good  manufactiuing  practice 
regulation,  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of.  and 
clinical  experience  with,  dental 
retractors  in  the  practice  of  dentistry. 

5.  Risks  to  health:  Infectiorf:  If  the 
materials  used  in  the  device  cannot  be 
sterilized,  infection  to  the  patient  may 
occur. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
dental  retractors  (all  types)  be  classified 
into  class  II  (performance  standards). 
Dental  retractors  may  be  reused,  and 
therefore,  have  a  potential  for 
transmitting  microorganisms  between 
patients.  For  this  reason,  the  device 
must  be  capable  of  sterilization.  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  this  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
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information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  dental  retractors  (all  types)  should 
be  classified  into  class  II  rather  than 
class  I,  the  agency  is  not  required  to 
publish  a  regulation  adopting  or 
rejecting  the  Panel  recommendation  that 
this  device  be  exempt  from  the 
premarket  notification  procedures  under 
section  510(k).  the  records  and  reports 
requirements  imder  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  C 
by  adding  new  §  872.6680,  to  read  as 
follows: 

§  872.6680  Dental  retractor  (any  type). 

(a)  Identification.  A  dental  retractor 
(any  type)  is  a  device  used  to  fold  back 
oral  tissues  by  pulling  back  the  cheeks 
at  the  lips  to  aid  operating  procedures. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 


Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

|FR  Doc.  80-39986  Filed  12-29-80;  0;4S  am] 

BtU.ING  CODE  4110-03-M 

21  CFR  Part  872 

[Docket  No.  78N-3008] 

Medical  Devices;  Classification  of 
Dental  Retractor  Accessories 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  dental  retractor  accessories 
into  class  n  (performance  standards). 
FDA  is  also  publishing  the 
*  recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
OATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  ^e  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  (Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  dental  retractor 
accessories: 

1.  Identification:  A  dental  retractor 
accessory  is  a  device,  such  as  a  spring. 


that  is  used  with  a  dental  retractor  (a 
device  used  to  fold  back  oral  tissue 
during  operating  procedures)  to  aid  in 
pulling  back  the  cheek  as  far  as 
possible. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 

360(k)).  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufactiuing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C.  360j(f). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  dental  retractor 
accessories  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufactiirers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufactimng  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  dental  retractor 
accessories  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
dental  retractor  accessories  be 
classified  into  class  U  (performance 
standards).  Dental  retractor  accessories 
may  be  reused,  and  therefore,  have  a 
potential  for  transmitting 
microorganisms  between  patients.  For 
this  reason,  the  device  must  be  capable 
of  sterilization.  The  agency  believes  that 
a  performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  dental  retractor  accessories  should 
be  classified  into  class  U  rather  than 
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class  I,  the  agency  is  not  required  to 
publish  a  regulation  adopting  or 
rejecting  the  Panel  recommendation  that 
this  device  be  exempt  from  the 
premarket  notiHcation  procedures  under 
section  510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28. 197^  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  vtfith  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classiHcation  regulation 
identifies  each  device  panel  by  the 
former  name.  Futher  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
propo.ses  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6690,  to  read  as 
follows; 

§  872.6690  Dental  retractor  accessory. 

(a)  Identification.  A  dental  retractor 
accessory  is  a  device,  such  as  a  spring, 
that  is  used  with  a  dental  retractor  (a 
device  used  to  fold  back  oral  tissue 
during  operating  procedures)  to  aid  in 
pulling  back  the  cheek  as  far  as 
possible. 

(b)  Classification.  Class  11 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  .Associate  Commissioner  for 
Regulatory  A  /fairs. 

IFR  Doc.  80-39967  Filed  12-29-80;  8:45  .am| 
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21  CFR  Part  872 

(Docket  No.  78N-3009] 

Medical  Devices;  Classification  of 
Boiling  Water  Steriiizers 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  boiling  water  sterilizers  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classilication  Panel 
that  the  device  be  classified  into  class  1 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

OATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave„ 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION; 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classiffcation  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  boiling  water  sterilizers: 

1.  Identification;  A  boiling  water 
sterilizer  is  an  AC-powered  device  used 
to  sterilize  dental  and  surgical 
instruments  by  submersion  of  the 
instruments  into  boiling  water. 

2.  Recommended  classification;  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  records  and  reports  requirements 
under  section  519  of  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (21  U.S.C.  360i) 


and  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation;  The  Panel 
recommends  that  boiling  water 
sterilizers  be  classified  into  class  1 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  records  and  reports  requirements 
and  the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  boiling  water 
steriiizers  in  the  practice  of  dentistry. 

5.  Risks  to  health;  None  identified. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
boiling  water  sterilizers  be  classified 
into  class  II  (performance  standards). 
This  device  is  used  to  sterilize 
•instruments  which  directly  contact  the 
patients’  oral  tissues.  If  the  water  is 
inadequately  heated,  the  instruments 
will  not  be  properly  sterilized,  possibly 
resulting  in  the  transmission  of 
microorganisms  between  patients.  Also, 
the  electrical  design  of  the  device  must 
be  controlled  to  prevent  electrical  shock 
to  the  user.  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  boiling  water  steriiizers  should  be 
classified  into  class  II  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  records  and  reports 
requirements  under  section  519  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
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FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classibcation  regulation 
identiHes  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6710,  to  read  as 
follows: 

§  872.6710  Boiling  water  sterilizer. 

(a)  Identification.  A  boiling  water 
sterilizer  is  an  AC-powered  device  used 
to  sterilize  dental  and  surgical 
instruments  by  submersion  of  the 
instruments  into  boiling  water. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identihed  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated;  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Ooc.  80-39988  Filed  lZ-29-80:  845  ani| 
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21  CFR  Part  872 

(Docket  No.  78N-3011] 

Medical  Devices;  Classification  of 
Endodontic  Dry  Heat  Sterilizers 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  endodontic  dry  heat 
sterilizers  into  class  III  (premarket 
approval).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  III.  The  effect  of 


classifying  a  device  into  class  Ill  is  to 
require  each  manufachu-er  of  the  device 
to  submit  to  FDA  a  premarket  approval 
application  at  a  date  to  be  set  in  a  future 
regulation.  Each  premarket  approval 
application  would  include  information 
concerning  safety  and  effectiveness 
tests  for  the  device.  After  considering 
public  comments,  FDA  will  issue  a  Hnal 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
dates:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  bnal  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring.  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION; 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  endodontic  dry  heat 
sterilizers: 

1.  Identification:  An  endodontic  dry 
heat  sterilizer  is  a  device  used  to 
sterilize  endodontic  and  other  dental 
instruments  by  the  application  of  dry 
heat.  The  heat  is  supplied  through  glass 
beads  which  have  been  heated  by 
electricity. 

2.  Recommended  classification:  Class 
III  (premarket  approval).  The  Panel 
recommends  that  premarket  approval  of 
this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  endodontic  dry  heat 
sterilizers  be  classified  into  class  III 
because  the  device  presents  a  potential 
unreasonable  risk  of  illness  or  injury.  In 
tests  of  the  device,  it  has  failed  to 
sterilize  adequately  various  endodontic 
and  dental  instruments.  Such  failure 
may  be  a  result  of  faulty  thermostats 
which  register  higher  temperatures  than 
those  generated  within  the  device  or 
may  be  caused  by  the  inability  of  glass 
beads  to  sterilize  adequately  and 
uniformly  despite  sufficient  heat.  The 
Panel  believes  that  general  controls 
would  not  provide  sufficient  control 
over  these  characteristics.  The  Panel 


believes  that  it  is  not  possible  to 
establish  an  adequate  performance 
standard  for  this  device  because 
satisfactory  performance  has  never  been 
demonstrated.  Therefore,  the  device 
should  be  subject  to  premarket  approval 
to  assure  that  manufacturers  of  this 
device  demonstrate  satisfactory 
performance  of  the  device  and  thus 
assure  its  safety  and  effectiveness.  The 
Panel  believes  that  further  study  is 
needed  to  determine  the  causes  of  this 
device’s  ineffectiveness. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of.  and 
clinical  experience  with,  the  device  in 
the  practice  of  dentistry. 

5.  Risks  to  health:  Infection;  The 
inability  of  the  device  to  sterilize 
adequately  endodontic  and  other  dental 
instnunents  may  lead  to  the 
transmission  of  micro-organisms  among 
patients  and  subsequent  spread  of 
infection. 

Proposed  Classification 

The  agency  has  sought  other 
information  concerning  the  application 
of  endodontic  dry  heat  sterilizers  in 
dentistry.  Some  of  the  literature 
indicates  that  endodontic  dry  heat 
sterilizers  are  more  effective  than  other 
methods  of  sterilization  such  as 
isopropyl  alcohol  (70  percent), 
glutoraldehyde  solution  (buITered  to  7.4), 
or  sterile  saline  solution  used  with  gauze 
sponges  to  wipe  the  instruments  (Ref.  1). 
However,  Dayoub,  et  al.,  (Ref.  2)  found 
that  a  large  degree  of  variation  occurs 
among  currently  marketed  endodontic 
dry  heat  sterilizers  in  terms  of  reaching 
and  maintaining  claimed  temperature 
levels.  Koehler  and  He^erren  (Ref.  3) 
found  that  large  temperature  gradients 
exist  within  the  same  endodontic  dry 
heat  sterilizer,  which  causes  uneven 
heat  transfer  to  instruments  being 
sterilized. 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
endodontic  dry  heat  sterilizers  be 
classified  into  class  III  (premarket 
approval).  The  agency  believes  that  the 
device  presents  a  potential 
unreasonable  risk  of  illness  of  injury  to 
the  patient  because  the  device  may  fail 
to  sterilize  dental  instruments 
adequately.  In  addition,  the  device  is 
purported  or  represented  to  be  for  a  use 
(sterilization  of  endodontic  and  other 
dental  instruments)  that  is  of  substantial 
importance  in  preventing  impairment  of 
human  health.  The  agency  believes  that 
insufficient  information  exists  to 
determine  that  general  controls  would 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device 
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and  that  insufficient  information  exists 
to  establish  a  performance  standard  for 
this  device. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons  from  9  a.m.  to  4  p.m., 
Monday  through  Friday. 

1.  Hubbard,  T.  M.,  et  al.,  "Chairside 
Decontamination  of  Endodontic  Files,"  Oral 
Surgery,  (40):1, 148-152,  July,  1975. 

2.  Dayoub,  M.  B.,  et  al.,  “Endodontic  Dry- 
Heat  Sterilizer  Effectiveness,"  Journal  of 
Endodontics,  (2):11. 

3.  Koehler,  H.  M.,  et  al.,  ‘The  Temperature 
Relations  of  Dental  Instruments  Heated  in 
Root-Canal  Instrument  Sterilizers,”  Journal  of 
Dental  Research,  41:182,  Jan.-Feb.,  1962. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identibes  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Reraster.  ■ 

Therefore,  under  the  Federm  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055.  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6730,  to  read  as 
follows: 

§  872.6730  Endodontic  dry  heat  sterilizer. 

(a)  Identification.  An  endodontic  dry 
heat  sterilizer  is  a  device  used  to 
sterilize  endodontic  and  other  dental 
instruments  by  the  application  of  dry 
heat.  The  heat  is  supplied  through  glass 
beads  which  have  been  heated  by 
electricity. 

(b)  Classification.  Class  III  (premarket 
approval). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4.62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 


may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-39989  Filed  12-29-80;  8.43  am] 

BILUNG  CODE  4110-C3-M 

21  CFR  Part  872 

[Docket  No.  78N-3012] 

Medical  Devices;  Classification  of  Air 
or  Water  Syringe  Units 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  air  or  water  syringe  units 
into  class  I  (general  controls).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  ClassiHcation  Panel 
that  the  device  be  classified  into  class  I. 
The  effect  of  classifying  a  device  into 
class  1  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  Ae  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857.  — 

FOR  FURTHER  INFORMATION  CONTACT: 
Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 
SUPPLEMENTARY  INFORMATION: 

Panel  Reconunendation 

A^proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  air  or  water  syringe 
units: 

1.  IdentiHcation:  An  air  or  water 
syringe  unit  is  a  device  consisting  of  a 
tube  to  deliver  air  or  water  to  the 
patient’s  mouth  that  is  used  for  the 
irrigation  or  drying  of  tooth  or  gum 


tissue.  The  device  may  be  attached  to  a 
dental  operative  unit. 

2.  Recommended  classiBcation:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  under 
section  510(k)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  U.S.C.  360(k)), 
records  and  reports  requirements  under 
section  519  of  the  act  (21  U.S.C.  360i), 
and  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  air  or  water  syringe 
units  be  classified  into  class  I  because 
the  Panel  believes  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  air  or  water 
syringe  units  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
air  or  water  syringe  units  be  classified 
into  class  I  (general  controls).  The 
agency  believes  that  general  controls 
are  sufficient  to  control  the  risks  to 
health  presented  by  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
air  or  water  syringe  units  be  exempt 
from  section  510(k)  of  the  act  (21  U.S.C. 
360(k)),  FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration, 
device  listing,  and  premarket 
notification  under  section  510  (a) 
through  (k)  of  the  act.  Under  section 
510(g)(4)  of  the  act,  the  agency  may 
exempt  a  manufacturer  from  section  510 
only  if  it  finds  that  compliance  with  this 
section  is  not  necessary  for  the 
protection  of  the  public  health.  In  the 
case  of  registration,  listing,  and 
premarket  notification  by  manufacturers 
of  air  or  water  syringe  units,  the  agency 
cannot  make  the  required  finding.  To 
protect  the  public  health,  the  agency 
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needs  to  be  able  to  identify  the  firms 
manufacturing  this  device,  to  conduct 
necessary  inspection  and  to  receive 
premarket  notiHcation  from 
manufacturers  to  assure  that  FDA  learns 
of  new  devices  and  of  signi6cant 
notifications  of  existing  devices  for 
which  premarket  approval  is  required. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
air  or  water  syringe  units  be  exempt 
from  records  and  reports  regulations 
under  section  519  of  the  act  (21  U.S.C. 
360i).  The  records  and  reports 
requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  are  found  in  the  device 
good  manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  TOA  will  publish  other 
regulations  under  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued,  FDA 
believes  that  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  device 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  from  the 
requirement,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classiHcation 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  'The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180], 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
air  or  water  syringe  units  be  exempt 
from  the  good  manufacturing  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act  (21  U.S.C.  360j(f)).  The  agency 
believes  that  compliance  with  this 
regulation  is  necessary  to  assure  the 
quality  of  this  device  and  thus  its  safety, 
effectiveness,  and  compliance  with  the 
adulteration  and  misbranding  provisions 
of  the  act.  Compliance  with  the  GMP 
regulation  will  help  prevent  production 
of  air  or  water  syringe  units  having 
defects  that  could  harm  users. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 


new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classiHcation  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6750,  to  read  as 
follows; 

§  872.6750  Air  or  water  syringe  unit 

(a)  Identification.  An  air  or  water 
syringe  unit  is  a  device  consisting  of  a 
tube  to  deliver  air  or  water  to  the 
patient’s  mouth  that  is  used  for  the 
irrigation  or  drying  of  tooth  or  gum 
tissue.  The  device  may  be  attached  to  a 
dental  operative  unit 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville.  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

|FR  Doc.  80-39990  Filed  12-29-80;  8:4S  am| 
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21  CFR  Part  872 
(Docket  No.  78N-3014] 

Medical  Devices;  Classification  of 
Cartridge  Syringes 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  cartridge  syringes  into  class 


II  (performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  1 
(general  controls).  The  effect  of  . 
classifying  a  device  into  class  II  is  to 
provide  for  the  futme  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  1  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  cartridge  syringes: 

1.  Identification:  A  cartridge  syringe  is 
a  device  used  to  inject  anesthetic  agents 
subcutaneously  or  intramuscularly.  The 
device  consists  of  a  metal  syringe  body 
into  which  a  disposable,  previously 
filled,  glass  carpule  (a  cylindrical 
cartridge)  containing  anesthetic  is 
placed.  After  attaching  a  needle  to  the 
syringe  body  and  activating  the  carpule 
by  partially  inserting  the  plunger  on  the 
syringe,  the  device  is  used  to  administer 
an  injection  to  the  patient. 

2.  Recommended  classification  Class  I 
(general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  records  and  reports  requirements 
under  section  519  of  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (21  U.S.C.  360i) 
and  the  food  manufacturing  practice 
regulation  imder  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  cartridge  syringes  be 
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classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufflcient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  records  and  reports  requirements 
and  the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  cartridge 
syringes  in  the  practice  of  dentistry. 

5.  Risks  to  health:  Adverse  reaction:  If 
the  syringe  is  incapable  of  being 
aspirated,  the  drug  may  be  injected 
directly  into  a  blood  vessel,  thus  causing 
an  adverse  reaction  in  the  patient. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
cartridge  S3n'inges  be  classified  into 
class  II  (performance  standards). 

FDA  has  reviewed  the  Panel 
recommendation  and  has  sought  other 
information  and  data  describing  the  use 
of  cartridge  syringes  in  dentistry.  Some 
of  the  literature  discusses  injection  of 
local  anesthetic  agents  used  in  dentistry 
into  blood  vessels.  Schiano  et  al.  (Ref.  1) 
found  that  11  percent  of  mandibular 
(lower  jawbone)  blocks,  14.3  percent  of 
sphenopalative  blocks  (in  the  region  of 
the  sphenoid  and  parietal  bone),  and 
15.0  percent  of  posterior  super  alveolar 
nerve  blocks  (nerve  at  the  back  of  the 
mouth)  were  positive,  or  showed 
presence  of  blood  when  aspirated, 
indicating  the  needle’s,  and  drug’s,  entry 
into  blood  vessels.  Although  the 
incidence  of  fatalities  from  this  event 
has  been  low  (less  than  one  death  per  1 
million  administrations  of  local 
■anesthetic  (Refs.  1  and  2)),  adverse 
responses  to  the  anesthetic,  such  as 
headaches,  nausea,  and  vomiting,  occur 
in  much  higher  frequency  (Ref.  3).  The 
agency  believes  that  the  device  may 
present  a  potential  unreasonable  risk  to 
the  patient’s  health  if  the  mechanism  for 
aspiration  is  inadequate.  That 
mechanism  enables  the  practitioner  to 
determine  whether  a  blood  vessel  has 
been  penetrated  during  injection 
procedures.  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 


to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  cartridge  syringes  should  be 
classified  into  class  11  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
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interested  persons  fiom  9  a.m.  to  4  p.m., 
Monday  through  Friday. 
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On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
'  regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6770,  to  read  as 
follows: 

§  872.6770  Cartridge  syringe. 

(a)  Identification.  A  cartridge  syringe 
is  a  device  used  to  inject  anesthetic 
agents  subcutaneously  or 
intramuscularly.  The  device  consists  of 


a  metal  syringe  body  into  which  a 
disposable,  previously  filled,  glass 
carpule  (a  cylindrical  cartridge) 
containing  anesthetic  is  placed.  After 
attaching  a  needle  to  the  syringe  body 
and  activating  the  carpule  by  partially 
inserting  the  plunger  on  the  syringe,  the 
device  is  used  to  administer  an  injection 
to  the  patient. 

(b)  Classification.  Class  U 
(performance  standards). 

Interested  persons  may.  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  Fishers  Lane, 
Rockville,  MD  20857,  written  comments 
regarding  this  proposal.  Four  copies  of 
any  comments  are  to  be  submitted, 
except  that  individuals  may  submit  one 
copy.  Comments  are  to  be  identified 
with  the  Hearing  Clerk  docket  number 
found  in  brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Dog.  80-.19ggi  Filed  12-29-60;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N-3016} 

Medical  Devices;  Classification  of 
Periodontic  or  Endodontic  Irrigating 
Syringes 

agency:  Food  and  Drug  Admini^ration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  periodontic  or  endodontic 
irrigating  syringes  into  class  I  (general 
controls).  TOA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I.  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
36  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
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62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HITC-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classiHcation  of  periodontic  or 
endodontic  irrigating  syringes: 

1.  Identification:  A  periodontic  or 
endodontic  irrigating  syringe  is  a  device 
used  for  the  irrigation  of  tissues  in  the 
mouth  such  as  gums  in  periodontic 
therapy  and  root  canals  in  teeth  in 
endodontic  therapy. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i).  and  the  good 
manufacturing  practice  regulation  under 
section  520(f]  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  periodontic  or 
endodontic  irrigating  syringes  be 
classiHed  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  periodontic  or 
endodontic  irrigating  syringes  in  the 
practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 


Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
periodontic  or  endodontic  irrigating 
syringes  be  classiRed  into  class  I 
(general  controls).  The  agency  believes 
that  general  controls  are  sufficient  to 
control  the  risks  to  health  presented  by 
the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
periodontic  or  endodontic  irrigating 
syringes  be  exempt  from  section  510(k) 
of  the  act  (21  U.S.C.  360(k)),  FDA  is 
proposing  that  these  manufacturers  be 
subject  to  registration,  device  listing, 
and  premarket  notification  under 
section  510  (a)  through  (k)  of  the  act. 
Under  section  510(g)(4)  of  the  act,  the 
agency  may  exempt  a  manufacturer 
from  section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration, 
listing,  and  premarket  notification  by 
manufacturers  of  periodontic  or 
endodnotic  irrigating  syringes,  the 
agency  cannot  make  the  required 
finding.  To  protect  the  public  health,  the 
agency  needs  to  be  able  to  identify  the 
firms  manufacturing  this  device,  and  to 
receive  premarket  notification  from 
manufacturers  to-assure  that  FDA  learns 
of  new  devices  and  of  significant 
modification  of  existing  devices  for 
which  premarket  approval  is  required. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
periodontic  or  endodontic  irrigating 
syringes  be  exempt  from  records  and 
reports  regulations  under  section  519  of 
the  act  (21  U.S.C.  360i).  The  records  and 
reports  requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  are  found  in  the  device 
good  manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  l^A  will  publish  other 
regulations  under  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued,  FDA 
believes  that  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  device 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 


regulations,  is  an  exemption  of  certain 
manufacturers  fi*om  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  S  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
periodontic  or  endodontic  irrigating 
syringes  be  exempt  fi-om  the  device 
good  manufacturing  practice  (GMP) 
regulation  under  section  520(0  of  the  act 
(21  U.S.C.  360j(f)),  FDA  is  proposing  that 
a  manufacturer  of  this  device  be  exempt, 
in  the  manufacture  of  the  device,  from 
all  requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §§  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  periodontic  or 
endodontic  irrigating  syringes  must  still 
be  required  to  comply  with  the 
complaint  file  requirements  of  §  820.198 
to  ensure  that  these  manufacturers  have 
adequate  systems  for  complaint, 
investigation  and  followup.  The  agency 
also  believes  that  manufacturers  of 
periodontic  or  endodontic  irrigating 
syringes  must  still  be  required  to  comply 
with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  2166,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
•may  be  found  in  the  preamble  to  the 
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general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6800,  to  read  as 
follows: 

§  872.6800  Periodontic  or  endodontic 
irrigating  syringe. 

(a)  Identification.  A  periodontic  or 
endodontic  irrigating  syringe  is  a  device 
used  for  the  irrigation  of  tissues  in  the 
mouth  such  as  gums  in  periodontic 
therapy  and  root  canals  in  teeth  in 
endodontic  therapy. 

(b)  Classification.  Class  I  (general 
controls).  This  device  is  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820  with  the  exception  of 

§  820.180.,  regarding  general 
requirements,  and  §  820.198,  regarding 
complaint  files. 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (Iff  A-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  Docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m,  and  4  p.m,,  Monday  through 
Friday. 

Dated;  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  80-39992  Filed  12-23-80: 8:45  am| 

BlUINQ  CODE  411(H)3-M 

21  CFR  Part  872 
[Docket  No.  78N-3017] 

Medical  Devices;  Classification  of 
Restorative  or  Impression  Material 
Syringes 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  restorative  or  impression 
material  syringes  into  class  I  (general 
controls).  FDA  is  also  publishing  the 
recommendation  of  the  Dental  Device 
ClassiHcation  Panel  that  the  device  be 
classified  into  class  I.  The  effect  of 


classifying  a  device  into  class  I  is.to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  Hnal  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  commeiits  to  the 
ofHce  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  restoration  or 
impression  material  syringes: 

1.  Identification:  A  restorative  or 
impression  material  syringe  is  a  device 
used  in  the  placement  of  impression 
material  (alginate)  or  restorative 
material  (amalgam)  in  the  oral  cavity.  It 
consists  of  a  hollow  tube  syringe  body 
with  a  plunger  at  one  end  and  a  narrow 
opening  at  the  opposite  end;  through 
which  the  impression  or  restorative 
material  is  forced  by  the  plunger. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
reconunends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  restorative  or 
impression  material  syringes  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 


that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  imreasonable 
risks  to  health  when  used  in  a  normal 
manner  and  for  the  purpose 
recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members'  personal  knowledge  of,  and 
clinical  experience  with,  restorative  or 
impression  material  syringes  in  the 
practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
restorative  or  impression  material 
syringes  be  classified  into  class  I 
(general  controls).  The  agency  believes 
that  general  controls  are  sufficient  to 
control  the  risks  to  health  presented  by 
the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
restorative  or  impression  material 
syringes  be  exempt  fiom  section  510(k) 
of  the  act  (21  U.S.C.  360(k)),  FDA  is 
proposing  that  these  manufacturers  be 
subject  to  registration,  device  listing, 
and  premarket  notification  under 
section  510  (a)  through  (k)  of  the  act. 
Under  section  510(g)(4)  of  the  act,  the 
agency  may  exempt  a  manufacturer 
from  section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration, 
listing,  and  premarket  notification  by 
manufacturers  of  restorative  or 
impression  material  syringes,  the  agency 
cannot  make  the  required  finding.  To 
protect  the  public  health,  the  agency 
needs  to  be  able  to  identify  the  firms 
manufacturing  this  device,  and  to 
receive  premarket  notification  from 
manufacturers  to  assure  that  FDA  learns 
of  new  devices  and  of  significant 
modifications  of  existing  devices  for 
which  premarket  approval  is  required, 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
restorative  or  impression  material 
syringes  be  exempt  from  records  and 
reports  regulations  under  section  519  of 
the  act  (21  U.S.C.  360i).  The  records  and 
reports  requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  are  found  in  the  dvice 
good  manufacturing  practice  (GMP) 
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regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  ITOA  will  publish  other 
regulations  under  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued,  FDA 
believes  that  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  device 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
restorative  or  impression  material 
syringes  be  exempt  from  the  device  food 
manufacturing  practice  (GMP) 
regulation  imder  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)),  FDA  is  proposing  that 
a  manufacturer  of  this  device  be  exempt, 
in  the  manufacture  of  the  device,  from 
all  requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
CMP  regulation,  other  than  §  §  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  restorative  or 
impression  material  syringes  must  still 
be  required  to  comply  wiA  the 
complaint  file  requirements  of  §  820.198 
to  ensure  that  these  manufacturers  have 
adequate  systems  for  complaint 
investigation  and  followup.  The  agency 
also  believes  that  manufacturers  of 
restorative  or  impression  material 
syringes  must  still  be  required  to  comply 
with  general  requirements  concerning 
records  in  §  820.180  to  ensure  that  FDA 
has  access  to  complaint  files,  can 
investigate  device-related  injury  reports 
and  complaints  about  product  defects, 
may  determine  whether  the 


manufacturer's  corrective  actions  are 
adequate,  and  may  determine  whether 
the  exemption  from  other  sections  of  the 
GMP  regulations  is  still  appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6810,  to  read  as 
follows: 

§  872.6810  Restorative  or  impression 
material  syringe. 

(a)  Identification.  A  restorative  or 
impression  material  syringe  is  a  device 
used  in  the  placement  of  impression 
material  (alginate)  or  restorative 
material  (amalgam)  in  the  oral  cavity.  It 
consists  of  a  hollow  tube  syringe  body 
with  a  plunger  at  one  end  and  a  narrow 
opening  at  the  opposite  end,  through 
which  the  impression  or  restorative 
material  is  forced  by  the  plunger. 

(b)  Classification.  Class  I  (general 
controls).  'This  device  is  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820,  with  the  exception  of 

§  8320.180,  regarding  general 
requirements  concerning  records,  and 
§  820.198,  regarding  complaint  files. 

Interested  persons  may.  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  Docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 


Dated:  November  19, 1980. 
William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

{FR  Doc.  80-39993  Filed  12-29-80;  8:45  am] 

BILUNG  CODE  4110-03-M 


21  CFR  Part  872 

[Docket  No.  78N-3018] 

Medical  Devices;  Classification  of 
Rubber  Tips  for  Oral  Hygiene 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  rubber  tips  for  oral  hygiene 
into  class  I  (general  controls).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  I. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments.  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  ^e  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857, 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring.  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
'  the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  rubber  tips  for  oral 
hygiene: 

1.  Identification:  A  rubber  tip  for  oral 
hygiene  is  a  device  ma^de  of  rubber  that 
is  intended  to  be  used  manually  to 
stimulate  and  massage  the  gums  to 
promote  good  periodontal  (gum) 
condition.  It  is  attached  to  a  metal  or 
plastic  handle  or  to  the  handle  of  a 
toothbrush. 
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2.  Recommended  classiHcation:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k]  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  imder  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that'rubber  tips  for  oral 
hygiene  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  mam^acturing  practice 
regidation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members'  personal  knowledge  of,  and 
clinical  experience  writh,  rubber  tips  for 
oral  hygiene  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

The  agency  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
rubber  tips  for  oral  hygiene  be  classified 
into  class  I  (general  controls).  The 
agency  believes  that  general  controls 
are  sufficient  to  control  the  risks  to 
health  presented  by  the  device. 

In  response  to  the  Panel’s 
reconunendation  that  manufacturers  of 
rubber  tips  for  oral  hygiene  be  exempt 
from  section  510(k)  of  the  act  (21  U.S.C. 
360(k)),  FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration 
and  device  listing  under  section  510(a) 
through  (j)  of  the  act,  but  exempt  from 
premarket  notification  under  section 
510(k)  of  the  act  and  Subpart  E  of  Part 
807  of  the  regulations.  Under  section 
510(g)(4)  of  the  act,  the  agency  may 
exempt  a  manufactiuer  from  section  510 
only  if  it  finds  that  compliance  with  this 
section  is  not  necessary  for  the 
protection  of  the  public  health.  In  the 
case  of  registration  and  listing  by 
manufactmers  of  rubber  tips  for  oral 
hygiene,  the  agency  cannot  make  the 
required  finding.  To  protect  the  public 


health,  the  agency  needs  to  be  able  to 
identify  the  ^ms  manufactming  this 
device  and  to  conduct  necessary 
inspections.  The  agency  has  determined, 
however,  that  it  is  not  necessary  for  the 
protection  of  the  public  health  that  FDA 
receive  premarket  notification 
submissions  concerning  rubber  tips  for 
oral  hygiene.  The  agency  does  not  at 
this  time  anticipate  that  premarket 
approval  will  be  required  for  this  device, 
liie  agency  believes  that  the  semiannual 
updating  of  device  listing  under  section 
510(j)(2)  will  provide  FDA  with  adequate 
notice  concerning  new  products  within 
this  generic  type  of  device. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
rubber  tips  for  oral  hygiene  be  exempt 
from  records  and  reports  regulations 
under  section  519  of  the  act  (21  U.S.C. 
360i).  The  records  and  reports 
requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  are  found  in  the  device 
good  manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  ^A  will  publish  other 
regulations  under  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued,  FDA 
believes  that  it  cannot  properly  issue 
exemptions  fi'om  them.  In  the  future, 
whenever  the  agency  proposes  device 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  finm  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
rubber  tips  for  oral  hygiene  be  exempt 
from  the  device  good  manufacturing 
practice  (GMP)  regulation  under  section 
520(f)  of  the  act  (21  U.S.C.  360j(f)),  FDA 
is  proposing  that  a  manufacturer  of  this 
device  be  exempt,  in  the  manufacture  of 
the  device,  from  all  requirements  in  the 
GMP  regulation  except  §  820.180  (21 
CFR  820.180),  with  respect  to  general 


requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  Based  on  available 
information  about  ciurent  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device,  the 
agency  has  determined  that  application 
of  the  GMP  regulation,  other  ^an 
§§  820.180  and  820.198,  is  unlikely  to 
improve  the  safety  and  effectiveness  of 
the  device.  The  agency  believes, 
however,  that  manufacturers  of  rubber 
tips  for  oral  hygiene  must  still  be 
required  to  comply  with  the  complaint 
file  requirements  of  §  820.198  to  ensure 
that  these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  rubber  tips  for  oral 
hygiene  must  still  be  required  to  comply 
with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufachirer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate.  ' 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668]  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6850,  to  read  as 
follows: 

§  872.6850  Rubber  tip  for  oral  hygiene. 

(a)  Identification.  A  rubber  tip  for  oral 
hygiene  is  a  device  made  of  rubber  that 
is  intended  to  be  used  manually  to 
stimulate  and  massage  the  gums  to 
promote  good  periodontal  (gum) 
condition.  It  is  attached  to  a  metal  or 
plastic  handle  or  to  the  handle  of  a 
toothbrush. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
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premarket  notification  procedures  in 
Subpart  E  of  Part  807.  The  device  also  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19. 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(tn  Doc.  80-39994  Filed  12-29-80;  8:45  am| 

BILLING  CODE  4110-03-M 

21  CFR  Part  872 

(Docket  Na  78N-3019] 

Medical  Devices;  Classification  of 
Manual  Toothbrushes 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  manual  toothbrushes  into 
class  I  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
OATES:  Comments  by  March  2, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  ^e  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm,  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 


Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  manual  toothbrushes: 

1.  Identification:  A  manual  toothbrush  ~ 
is  a  device  that  is  intended  to  be  used  to 
remove  adherent  plaque  and  food  debris 
from  the  teeth  to  reduce  tooth  decay.  It 

is  composed  of  a  shaft  with  either 
natural  or  synthetic  bristles  at  one  end. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k)  of  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (21  U.S.C. 

3S0(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation;  The  Panel 
recommends  that  manual  toothbrushes 
be  classified  into  class  I  because  the 
Panel  believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members'  personal  knowledge  of,  and 
clinical  experience  with,  manual 
toothbrushes  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
manual  toothbrushes  be  classified  into 
class  I  (general  controls).  The  agency 
believes  that  general  controls  are 


sufficient  to  control  the  risks  to  health 
presented  by  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
manual  toothbrushes  be  exempt  from 
section  510(k)  the  act  (21  U.S.C.  360(k)), 
FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration, 
device  listing,  and  premarket 
notification  under  section  510  (a) 
through  (k)  of  the  act.  Under  section 
510(g)(4)  of  the  act  the  agency  may 
exempt  a  manufacturer  from  section  520 
only  if  it  finds  that  compliance  with  this 
section  is  not  necessary  for  the 
protection  of  the  public  health.  In  the 
case  of  registration,  listing,  and 
premarket  notification  by  manufacturers 
of  manual  toothbrushes,  the  agency 
cannot  make  the  required  finding.  To 
protect  the  public  health,  the  agency 
needs  to  be  able  to  identify  the  firms 
manufacturing  this  device,  to  conduct 
necessary  inspections  and  to  receive 
premarket  notification  from 
manufacturers  to  assure  that  FDA  learns 
of  new  devices  and  of  significant 
modifications  of  existing  devices  for 
which  premarket  approval  is  required. 

FDA  disagrees  with  the  Panel's 
recommendation  that  manufacturers  or 
manual  toothbrushes  be  exempt  from 
records  and  reports  regulations  under 
section  519  of  the  act  (21  U.S.C.  360i). 

The  records  and  reports  requirements  in 
several  of  FDA’s  present  device 
regulations  are  authorized,  wholly  or  in 
part,  by  section  519,  The  most  extensive 
of  these  requirements  are  found  in  the 
device  good  manufacturing  practice 
(GMP)  regulation,  published  in  the 
Federal  Register  of  July  21, 1978  (43  FR 
31508).  In  the  future.  FDA  will  publish 
other  regulations  imder  section  519, 
including  regulations  requiring  reports  to 
FDA  of  experience  with  medical 
devices.  Until  these  regulations  are 
issued,  FDA  believes  that  it  cannot 
properly  issue  exemptions  from  them.  In 
the  future,  whenever  the  agency 
proposes  device  regulations  that  include 
records  and  reports  requirements, 
interested  persons  may  submit 
comments  requesting  Uiat  certain 
classes  of  manufacturers  or  other 
persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
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CFR  820.198],  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
manual  toothbrushes  be  exempt  from 
the  device  good  manufacturing  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act  (21  U.S.C.  360j(f)},  FDA  is 
proposing  that  a  manufacturer  of  this 
device  be  exempt,  in  the  manufacture  of 
the  device,  from  all  requirements  in  the 
GMP  regulation  except  §  820.180  (21 
CFR  820.180],  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198],  with  respect 
to  complaint  files.  Based  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device,  the 
agency  has  determined  that  application 
of  the  GMP  regulation,  other  Aan 
§§  820.180  and  820.198,  is  unlikely  to 
improve  the  safety  and  effectiveness  of 
the  device.  The  agency  believes, 
however,  that  manufacturers  of  manual 
toothbrushes  must  still  be  required  to 
comply  with  the  complaint  file 
requirements  of  §  820.198  to  ensure  that 
these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  manual  toothbrushes 
must  still  be  required  to  comply  with  the 
general  requirements  concerning  records 
in  §  820.180  to  ensure  that  FDA  has 
access  to  complaint  files,  can  investigate 
device-related  injury  reports  and 
complaints  about  product  defects,  may 
determine  whether  the  manufacturer’s 
corrective  actions  are  adequate,  and 
may  determine  whether  the  exemption 
from  other  sections  of  the  GMP 
regulation  is  still  appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668]  and  May  26, 
1978  (43  FR  22672  and  22673].  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a],  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a]]]  and  under  authority 
delegated  to  him  (21  CFR  5.1],  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 


by  adding  new  §  872.6855,  to  read  as 
follows: 

§  672.6855  Manual  toothbrush. 

(a]  Identification.  A  manual 
toothbrush  is  a  device  that  is  intended 
to  be  used  to  remove  adherent  plaque 
and  food  debris  from  the  teeth  to  reduce 
tooth  decay.  It  is  composed  of  a  shaft 
with  either  natural  or  synthetic  bristles 
at  one  end. 

(b]  Classification.  Class  I  (general 
controls].  This  device  is  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820,  with  the  exception  of 

§  820.180,  regarding  general 
requirements  concerning  records  and 
§  820.198,  regarding  complaint  files. 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305],  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  Docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-39995  Filed  12-29-80;  8:45  am] 
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21  CFR  Part  872 

[Docket  No.  78N-30201 

Medical  Devices;  Classification  of 
Powered  Toothbrushes 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA]  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  powered  toothbrushes  into 
class  II  (performance  standards].  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  I 
(general  controls].  'The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 


device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  die  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305], 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460],  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
’The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  powered  toothbrushes: 

1.  Identification:  A  powered 
toothbrush  is  an  AC  or  battery-powered 
device  that  is  intended  to  be  used  to 
remove  plaque  and  food  particles  from 
the  teeth  to  reduce  tooth  decay.  It 
consists  of  a  handle  containing  a  motor 
that  provides  mechanical  vibrations  to  a 
toothbrush  that  is  inserted  in  one  end. 

2.  Recommended  classification:  Class 
I  (general  controls].  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k]  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k]],  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i],  and  the  good 
manufacturing  practice  regulation  under 
section  520(f]  of  the  act  (21  U.S.C. 
360j(f]]. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  powered  toothbrushes 
be  classified  into  class  I  because  the 
Panel  believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation,  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
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health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel 
based  its  recommendation  on  the  Panel 
Members*  personal  knowledge  of,  and 
clinical  experience  with,  powered 
toothbrushes  in  the  practice  of  dentistry. 

5.  Risks  to  health:  Electrical  shock: 
Improper  electrical  design  of  the  device 
may  cause  electrical  shock  to  the 
patient. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
power  toothbrushes  be  classified  into 
class  II  (performance  standards).  The 
agency  believes  that  a  level  of  vibration 
must  be  controlled  to  prevent  injury  to 
soft  tissue  and  excessive  abrasion  to 
teeth,  and  that  the  electrical  design  of 
the  device  must  be  controlled  to  prevent 
electrical  shock.  The  agency  believes 
that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

Because  the  agency  has  determined 
that  powered  toothbrushes  should  be 
classified  into  class  II  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  premarket 
notification  procedures  under  section 
510(k),  the  records  and  reports 
requirements  under  section  519,  and  the 
good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classibcation  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 


Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  $  872.6865.  to  read  as 
follows: 

§  872.6865  Powered  toothbrush.  , 

(a)  Identification.  A  powered 
toothbrush  is  an  AC  or  battery-powered 
device  that  is  intended  to  be  used  to 
remove  plaque  and  food  particles  from 
the  teeth  to  reduce  tooth  decay.  It 
consists  of  a  handle  containing  a  motor 
that  provides  mechanical  vibrations  to  a 
toothbrush  that  is  inserted  in  one  end. 

(b)  Classification.  Class  II  ■ 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  R0-3g996  Piled  12-29-W;  8:45  am] 

BILLING  CODE  4110-a3-M 


21  CFR  Part  872 
[Docket  No.  78N-3021] 

Medical  Devices;  Classification  of 
Disposable  Fluoride  Trays 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  disposable  fluoride  trays  into 
class  I  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
Dental  Device  Classification  Panel  that 
the  device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
.devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1961. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register . 


ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville.  MD 
20857, 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
and  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  disposable  fluoride 
trays; 

1.  Identification:  A  disposable  fluoride 
tray  is  a  device  made  of  styrofoam  that 
is  used  for  the  topical  application  of 
fluoride  to  the  teeth.  To  employ  the  tray, 
the  patient  bites  down  on  the  tray  which 
has  been  filled  with  a  fluoride  solution. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  records  and  reports  requirements 
under  section  519  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C.  360i) 
and  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  disposable  fluoride 
trays  be  classified  into  class  I  because 
the  Panel  believes  that  general  controls 
are  sufficient  to  provide  reasonable 
assiurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  records  and  reports  requirements 
and  the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  disposable 
fluoride  trays  in  the  practice  of 
dentistry. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
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disposable  fluoride  trays  be  classified 
into  class  I  (general  controls).  The 
agency  believes  that  general  controls 
are  sufficient  to  control  the  risks  to 
health  presented  by  the  device. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
disposable  fluoride  trays  be  exempt 
from  records  and  reports  regulations 
under  section  519  of  the  act  (21  U.S.C. 
360i).  The  records  and  reports 
requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  are  found  in  the  device 
good  manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  ^A  will  publish  other 
regulations  under  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued,  FDA 
believes  that  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  device 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  ’The 
only  type  of  exemption  fiom  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
disposable  fluoride  trays  be  exmpt  fi'om 
the  good  manufacturing  practice  (GMP) 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f).  The  agency  believes 
that  compliance  with  this  regulation  is 
necessary  to  assure  the  quality  of  this 
regulation  is  necessary  to  assure  the 
quality  of  this  device  and  thus  its  safety, 
effectiveness,  and  compliance  with  the 
adulteration  and  misbranding  provisions 
of  the  act.  Compliance  with  Ae  GMP 
regulation  will  help  prevent  production 
of  disposable  fluoride  trays  having 
defects  that  could  harm  users. 

On  April  28, 1978,  the  agency 
terminated  ail  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 


the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668]  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1],  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  B 
by  adding  new  §  872.6870,  to  read  as 
follows: 

§  872.6870  Disposable  fluoride  tray. 

(a)  Identification.  A  disposable 
fluoride  tray  is  a  device  made  of 
styrofoam  ^at  is  used  for  the  topical 
application  of  fluoride  to  the  teeth.  To 
employ  the  tray,  the  patient  bites  down 
on  the  tray  which  has  been  filled  with  a 
fluoride  solution. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
March  2, 1981  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  foimd  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-39997  Filed  12-29-80;  8:45  am] 

BILUNQ  CODE  4110-03-M 

21  CFR  Part  872 

[Docket  No.  78N-3022] 

Medical  Devices;  Classification  of 
Preformed  Impression  Trays 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  'The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  conunent  a  proposed  regulation 
classifying  preformed  impression  trays 
into  class  I  (general  controls).  FDA  is 
also  publishing  the  recommendation  of 


the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  I. 
*1110  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These  . 
actions  are  being  taken  imder  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Adiiitoistration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave,, 

Silver  Spring,  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  preformed  impression 
trays: 

1.  Identification:  A  preformed 
impression  tray  is  a  metal  or  plastic 
device  that  is  used  to  hold  impression 
material,  such  as  alginate,  during  the 
making  of  an  impression  of  a  patient’s 
teeth  or  alveolar  process  (bony  tooth 
sockets).  The  impression  is  used  to 
reproduce  the  structure  of  a  patient’s 
teeth  and  gums. 

2.  Recomended  classification:  Class  I 
(general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  premarket  notification  procedures 
under  section  510(k]  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360(k)),  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufactiiring  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  preformed  impression 
trays  be  classified  into  class  I  because 
the  Panel  believes  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  materials  used  in  the  device 
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that  contact  the  body  have  known  and 
acceptable  properties.  The  Panel 
believes  that  manufacturers  of  this 
device  should  not  be  required  to  comply 
with  premarket  notification  procedures, 
records  and  reports  requirements  and 
the  good  manufacturing  practice 
regulation  because  this  is  a  simple 
device  that  presents  no  undue  risks  to* 
health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel 
based  its  recommendation  on  the  Panel 
members*  personal  knowledge  of,  and 
clinical  experience  with,  preformed 
impression  trays  in  the  practice  of 
dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification  « 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
preformed  impression  trays  be  classified 
into  class  I  (general  controls).  The 
agency  believes  that  general  controls 
are  sufficient  to  control  the  risks  to 
health  presented  by  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
preformed  impression  trays  be  exempt 
from  section  510(k)  of  the  act  (21  U.S.C. 
360),  FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration, 
device  listing,  and  premarket 
notification  under  section  510(a)  through 
(k)  of  the  act.  Under  section  510(g)(4)  of 
the  act,  the  agency  may  exempt  a 
manufacturer  from  section  510  only  if  it 
finds  that  compliance  with  this  section 
is  not  necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration, 
listing,  and  premarket  notification  by 
manufacturers  of  preformed  impression 
trays,  the  agency  cannot  make  the 
required  Rnding.  To  protect  the  public 
health,  the  agency  needs  to  be  able  to 
identify  the  tirms  manufacturing  tAis 
device,  and  to  receive  premarket 
notification  from  manufacturers  to 
assure  that  FDA  learns  of  new  devices 
and  of  signiHcant  modifications  of 
existing  devices  for  which  premarket 
approval  is  required. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
preformed  impression  trays  be  exempt 
from  records  and  reports  regulation 
under  section  519  of  the  act  (21  U.S.C. 
360i).  The  records  and  reports 
requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  are  foimd  in  the  device 
good  manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  TOA  will  publish  other 


regulations  under  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued,  FDA 
believes  that  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  device 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classiRcation 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  maunfacturers  of 
preformed  impression  trays  be  exempt 
from  the  device  good  manufacturing 
practice  (GMP)  regulation  under  section 
520(f)  of  the  act  (21  U.S.C.  360j(f)),  FDA 
is  proposing  that  a  manufacturer  of  this 
device  be  exempt,  in  the  manufacture  of 
the  device,  from  all  requirements  in  the 
CMP  regulation  except  §  820.180  (21 
CFR  820.180),  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  Based  on  available 
information  about  current  practices  used 
in  the  manufacure  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §§  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  preformed  impression 
trays  must  still  be  required  to  comply 
with  the  complaint  file  requirements  of 
§  820.198  to  ensure  that  these 
manufacturers  have  adequate  systems  . 
for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  preformed  impression 
trays  must  still  be  required  to  comply 
with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 


On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classiflcation  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classiRcation  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  [zf  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  872  in  Subpart  G 
by  adding  new  §  872.6880,  to  read  as 
follows: 

§  872.6880  Preformed  impression  tray. 

(a)  Identification,  A  preformed 
impression  tray  is  a  metal  or  plastic 
device  that  is  used  to  hold  impression 
material,  such  as  alginate,  during  the 
making  of  an  impression  of  a  patient’s 
teeth  or  alveolar  process  (body  tooth 
sockets).  The  impression  is  used  to 
reproduce  the  structure  of  a  patient’s 
teeth  and  gums. 

(b)  Classification.  Class  I  (general 
controls).  This  device  is  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820  with  the  exception  of 

§  820.180,  regarding  general 
requirements  concerning  records,  and 
§  820.198,  regarding  complaint  files. 

Interested  persons  may,  on  or  before 
March  2. 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  Docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19. 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

(FR  Doc  80-39998  Filed  12-29-80;  8:45  am| 
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21  CFR  Part  872 

I  Docket  No.  78N-3023] 

Medical  Devices;  Classification  of 
Intraoral  Dental  Waxes 
agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  intraoral  dental  waxes  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  Dental  Device  Classification  Panel 
that  the  device  be  classified  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  11  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  Hnal  regulation  classifying  the 
device.  These  actions  are  being  taken* 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  2, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Gregory  Singleton,  Bureau  of  Medical 
Devices  (HFK-460),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring.  MD  20910,  301-427-7536. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Dental  Device  Classification  Panel, 
an  FDA  advisory  committee,  made  the 
following  recommendation  regarding  the 
classification  of  intraoral  dental  waxes: 

1.  Identification:  Intraoral  dental  wax 
is  a  device  made  of  wax  that  is  used  to 
construct  patterns  from  which  custom 
made  metal  dental  prostheses,  such  as 
crowns  and  bridges,  are  cast.  In 
orthodontic  dentistry,  the  device  is  used 
to  make  a  pattern  of  the  patient’s  bite  so 
that  crowns  and  bridges  have  the  proper 
biting  surface  contact. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 


recommends  that  this  device  be  exempt 
from  records  and  reports  requirements 
under  section  519  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C,  360i) 
and  from  the  good  manufacturing 
practice  regulation  under  section  520(f) 
of  the  act  (21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  intraoral  dental  waxes 
be  classified  into  class  I  because  the 
Panel  believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  This  device 
has  been  used  in  dentistry  for  many 
years.  The  device  materials  that  contact 
the  body  have  known  and  acceptable 
properties.  The  Panel  believes  that 
manufacturers  of  this  device  should  not 
be  required  to  comply  with  records  and 
reports  requirements  and  the  good 
manufacturing  practice  regulation 
because  this  is  a  simple  device  that 
presents  no  undue  risks  to  health  when 
used  in  a  normal  manner  and  for  the 
purpose  recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  intraoral  dental 
waxes  in  the  practice  of  dentistry. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
intraoral  dental  waxes  be  classified  into 
class  II  (performance  standards).  The 
properties  of  the  materials  used  to  form 
intraoral  dental  waxes  depend  upon  the 
proper  composition  of  these  materials. 
Moreover,  intraoral  dental  waxes 
directly  contact  oral  tissue.  Altering  the 
composition  of  the  materials  used  in  the 
device  or  the  contamination  of  the 
materials  with  other  substances  may 
lead  to  adverse  tissue  reactions,  thus 
placing  the  patient  unnecessarily  at  risk. 
The  agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficent  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Because  the  agency  has  determined 
that  intraoral  dental  waxes  should  be 
classified  into  class  II  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
Panel  recommendation  that  this  device 
be  exempt  from  the  records  and  reports 
requirements  under  section  519  and  the 


food  manufacturing  practice  regulation 
under  section  520(^  of  the  act. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371  (a)))  and  under 
authority  delegated  to  him  (21  CFR  5.1), 
the  Commissioner  of  Food  and  Drugs 
proposes  to  amend  P^t  872  in  Subpart  G 
by  adding  new  §  872.6890,  to  read  as 
follows: 

§  872.6890  Intraoral  dental  wax. 

(a)  Identification.  Intraoral  dental 
wax  is  a  device  made  of  wax  that  is 
used  to  construct  patterns  from  which 
custom  made  metal  dental  prostheses, 
such  as  crowns  and  bridges,  are  cast.  In 
orthodontic  dentistry,  the  device  is  used 
to  take  a  pattern  of  the  patient’s  bite  so 
that  crowns  and  bridges  have  the  proper 
biting  surface  contact. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  2, 1981,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm,  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  betw’een 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  November  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-39909  Filed  12-Z9-8ft  a45  am) 
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